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/BB/ak : ---Upon commencing at 10:00 a.m. 
: THE COMMISSIONER: Mr. Lamek, have 
4 youPrany thing 2/Ms vecruonks 
5 MR. LAMEK: No thanks, Mr. Commissione 
6 MS. CRONK: Mr. Commissioner, with 
7 your concurrence, I propose to start this morning by 
9g dealing with the Statement of Prima Facie Facts. 
¢ You will recall that on Thursday last Commission 
; Counsel indicated that in light of the written 
10; comments and/or objections that had been received 
il from various counsel an addendum to the Statement 
12 of Prima Facie Facts have been prepared by Commission 
13 Counsel and I propose briefly to deal withMthattat 
al the time, sir. 
ie THE COMMISSIONER: All right. 
¢ : MS} oO CRONK*s You will recall, 
Mr. Commissioner, that on Tuesday, June 21st, 
Le Mr. Lamek tendered as an exhibit before you the 
18 Statement of Prima Facie Facts prepared by Commission 
19 staff. At that time you received a number of 
20 submissions from various counsel concerning the 
4 contents of the Statement and concerning the timing 
Ap and format of its release. 
As a result of those submissions, all 
3 counsel were invited to make their objections 
24 
ye 
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1 ‘ 

2 
regarding the Statement and its contents ‘known to 

3 Commission Counsel and, similarly, were invited 

= to provide Commission Counsel with their suggested 

5 amendments, if any, by Monday, June 27th. 

6 Some counsel of course you will recall, 

: Mr. Commissioner, had as at June 21st, already 

P provided written comments to Commission Counsel with 

| respect to the Statement of Prima Facie Facts and, 

indeed, Mr. Scott on behalf of the Hospital, filed 

10) before you on that day his comments with respect 

il to the Statement and those comments were filed as 

12 Exhibit 3A before you. 

13 In light of the submissions made to 

14 you, Mr. Commissioner, by various counsel and the 

ig comments received during the last week from various 
other counsel concerning the Statement, there are 

° a number of very brief comments by way of response 

it or commentary which Commission Counsel wish to make 

18 concerning the statement. 

19 First, regarding the question of onus. 

20 Youtwill recalla My, SComnisstonersethat win voMarshall, 

71 Mr. Sopinka and a number of other caqunsel raised 

*5 issue before you on June 21st as to the nature of 

; the onus which should apply in respect of those facts 

= set out in the Statement. You indicated in that 

24 
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1 
Z 
regard, Mr. Commissionér,that where any counsel 
: objected to a particular fact in the Statement, 
4 whether on the ground of alleged inaccuracy or lack 
5 of completeness and where that fact was material or 
6 relevant in your view to the matters before you at 
7 this Commission, in the normal course Commission 
: Counsel should lead evidence in respect of that 
Lact of :tacts* 
’ You further indicated that where the 
10, fact in issue in your view had either very little 
11 relevance or if you thought it had been adequately 
12 proved, you would approach the matter with some 
13 flexibility and might well require other counsel 
14 to satisfy you that the issue or fact should be 
= further explored in evidence. 
Commission Counsel wish to make it 
* clear at this stage, Mr. Commissioner, that it was 
Mi always the intent to lead evidence before you 
18 concerning many of the facts set out in the Statement. 
LO It was and is our hope however in respect of less 
20 | material or less relevant facts that viva voce 
4 evidence need not be called. 
99 The second submission you will. recall 
Mr. Commissioner, that was raised before you on 
i June 21st was one made by Mr. Marshall in his 
24 
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submissions when he drew your attention to the 
contents of paragraph 6 on page 9 of the Statement 
where it is stated, and I quote: 

"Although the information contained in 

the Dubin Report was current as at 

January, 1983, the time period relevant 

COP CHESe Commission 1S JULY, LYS0 “to 

March; 296i) 2" 

That's found, Mr. Commissioner, on 
page 9 of the Statement, paragraph. 6. 

Lest there be any confusion, 
Mr. Commissioner, as to the time period considered 
by Commission Counsel to be relevant to your terms 
of reference, we wish to point out that the statement 
made in paragraph 6 was made expressly in the 
context of the contents in the Dubin Report. It was 
done in that context because the Dubin Report, as 
you are aware, sir, was published and released to 
the public in January of 1983. Many of the facts 
contained in the Dubin Report, therefore, are, on 
the basis of the public record as it now stands, 
accurate as at January, 1983, but may not be an 
accurate reflection of the situation in the Hospital 
dining ®the period duly, 1980 7to Maran, .fosi. 


There are however, sir, many matters 
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of relevance or matters which Commission Counsel 
would submit are of relevance to you which date 
from after March, 1981; as, for example, to name 
but a few, the Preliminary Hearing concerning Susan 
Nelles which commenced in January of 1982, the 
Police investigation conducted with respect to 
these deaths which continued after the discharge 

of Susan Nelles in May of 1982 and finally, amongst 
other matters, many of the digoxin test results 
obtained with respect to the relevant children 
including final autopsy reports in some cases, 
which were not obtained until well after March, 1981. 

The relevance, therefore, of the time 
period July, 1980 to March, 1981 is that the deaths 
with which we are concerned arose during this period 
with the exception of one child who died on June 
30th, 1983, that is, one day before commencement of 
the Inquiry period. 

It should not be taken, in my 
submission, therefore, Mr. Commissioner, from 
paragraph 6 of the Statement of Prima Facie Facts 
Ob, andecd . LLoneeany Ott pesother contents or, the 
Statement that only those events occurring during 
July, 1980 to March, 1981 are concerned by Commission 


Counsel to be relevant to this Commission's hearings. 
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The third area of submissions which 
I wish to address this morning, Mr. Commissioner, 
relates to the medical case summaries which are 
contained in the Statement of Facts. 

Youews Pie recall Vin*this regard, *sir, 
that Mr. Scott raised this matter with you on June 
2lst and questioned the advisability of including 
in the Statement of Prima Facie Facts medical case 
summaries of the relevant children which, according 
EOePMre®SCORE alhehat time, “his clients felt in many 
cases to be either inaccurate or incomplete. 

He expressed concern before you as 
well as to the authorship of some of these summaries 
and suggested that in some cases they appear to have 
been prepared by unnamed persons. 

It is made very clear in the Statement 
of Prima Facie Facts on a full reading of its text, 
Mr. Commissioner, that the medical case summaries 
were drawn from one or more of only three sources; 
the first being Appendix 2 to the Atlanta Report, 
that is, from summaries prepared by the authors of 
that report or their consultants. 

The second source being case summaries 
prepared ‘by Drs “Alois Hastreiter for the 


Metropolitan Toronto Police investigative team. 


‘a 


We 
t 


4 
7 


aa . y ty! \ : een mY 4 rar 
m6 dotdw ae homie ais tote os ina —, an 


5 ; ut ii es 


itiw x9djam Bits bodted 39458 la gee 


ithbuflont to ysiiltdsetvbs eff benoiyesyp Bas Seiy 
ary r/ iA. i ’ 
; Py fs - 


aay tye _ : on . i 7 . a. yw Pee, tare ae , a i 
: ) sHhibe ajosi Ssfosat smisd Io 2o9oms7sexS Sas Ber 7 


rit Fw j a »,— - s4n3 27 & +3 OO ° 3Pa ot 
Y tf 18ft fs ed oF BeeaD 
" N at? 
d rye  &) fT eae, 
~é 4a. Ai 
F \ ait 
4 es 1 ' ay 
We eFotts tO smoa 260 etdaredtus ott oF a6 Lisw’ 
i+. 80 { raas a each Snine Bris 
; 
Janoex mani yd borsqeta moed 
t why rT 
- > 4 rs ‘ 4 1% 
, I 
es ar | p ‘ “7 ne oe ob PT a he 4 + ; 
y LO pil Lae ay cry 6 tO BIOBS Sige Smit 4 20 ‘ 
‘ a ; ‘ " : : . 
a b+ iso Leotbem odd, add” ssholeainma , ahi 
ct esxidy Yitio 16 biom 20 8fo tort oweib siew 
i a WN 
Siegen s2ueltsh edd oF &§ etbrteqqd pated dgaetiz ets 
eo of FF ha pe eer ee Boks coal aide de oS ’ - 
miss at {4 O3STS99 1d iam: cade Mott yet tes 
| 
sess J fuego. ‘thedy “xo sxoqax sadd- 
¥ . Ma “ne omy J en z bh } has ie bs ' sa : 
‘ol temas 69 pirod soiv0R brooe eine P i Jaren 
bbe : { He o 
9 7}: + re “4 / ‘ 
aft 1ol xetteidesa atotA 1d yd Boxsam 
aad f : r if ; s . 


.itéo3 ov ispRaeerdtt soifot lanai ‘med hio 
: ‘i ae SN Gone 


‘ven 


ny 


, 


ANGUS, STONEHOUSE & CO. LTD. 952 
TORONTO, ONTARIO 


1 
- Dr. Hastreiter will be called as a witness at forth- 
3 coming hearings before you, sir. 
4 Finally, the third source was from 
5 the Hospital medical charts and records themselves. 
6 No other source was used by Commission staff in 
“| including in the Statement these medical case 

summaries. 
: It should be pointed out as well, 
9 Sir, that the only information drawn directly from 
10° the Hospital medical charts and records as distinct 
11 from the medical case summaries contained in Appendix 
12 2 to the Atlanta Report and as distinct from 
13 Dr. Hastreiter's summaries relate to one of two 
rr things: first, the final autopsy findings on a 

particular child wherein an autopsy was conducted, 
: oydthe nametof ethehhospital ston which the «chikd 
- had been transferred to The Hospital for Sick 
17 Children. Those were the matters drawn directly 
18 from the medical charts and records for the purposes 
19 of consistency between the case summaries drawn from 
20 Appendix 2 to the Atlanta Report and the case 
el summaries prepared by Dr. Hastreiter. 

It was also made, in my submission, 

- Mr. Commissioner, expressly clear in the Statement 
- of Prima Facie facts that there are in many, many 
24 
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instances discrepancies between the facts contained, 
and by that I mean the facts contained in the 
medical case summaries, in Appendix 2 to the 
Atlanta Report as compared to the case summaries 
and the facts in those summaries prepared by 
Dr. Hastreiter. Indeed, there are many discrepancies, 
as is pointed out in the Statement of Prima Facie 
Facts between the medical case summary facts set 
out in those two sources and the facts set out in 
the hospital records and charts themselves. 

Commission Counsel, in the text of 
the Statement of Prima Facie Facts acknowledged these 
discrepancies and further expressly undertook, and 
I repeat that undertaking today, to call evidence 
at: forthcoming hearings to clarify these discrepancies 
and to establish the basis upon which this Commission 
will be looking at the children named in the Statement 
of "Prima FPacie: facts; .that’ is,- 46 children in- ‘total. 

This necessarily involves, 
Mr. Commissioner, the calling of evidence concerning 
the complete clinical condition and history of the 
relevant’chifdren priori co their deatns. Tt 1s 
our hope that this medical evidence, if I can thus 
describe it, will commence::in the very near future 


and, depending on the scheduling of witness and the 
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completion of cross-examination this week, may start 
as early as Thursday of this week and certainly will 
continue next week. 

It was never the intention of 
Commission Counsel to represent or rely upon the 
case summaries included in the Statement of Prima 
Facie facts as being completely accurate or 
sufficiently detailed. 

The purpose of including summaries 
in the statement at the time of its preparation 
and now is merely to provide a starting point to 
counsel who have not yet had access to the Hospital 
medical charts and records and to assist in providing 
an introduction to the detailed medical evidence 
which, is to tollow. 

You will appreciate, Mr. Commissioner, 
that a number of counsel in the room currently have 
access through their client to the medical charts 
and records that are at issue. 

Commission Counsel has arranged to 
copy the relevant medical charts and records and 
they will be introduced as an exhibit before you 
at the outset of the medical evidence towhich I have 


just referred. 
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Commission Counsel are of the view, 
in light of these comments, that with our intention 
regarding future evidence clearly understood, 
these purposes can still be accomplished by leaving 
these case summaries in the Statement of Prima Facie 
Facts, recognizing that subsequent new witnesses 
may choose to disagree with certain of the facts 
contained in the medical case summaries or to 
expand upon same,or the Statement itself, as evidence 
progresses, may well Sarre aiden: astyou, 
yourself, have noted, Mr. Commissioner, from time to 
time. 

The fourth substantive area of 
submission, Mr. Commission, which I wish to address 
is that raised, yeu iwi recall pebvieMrs Ontved-on 
June 21st concerning those sections of the Statement 
which deal with the mortality reviews conducted by 
the Hospital. The facts relating to these reviews 
are found in Part 5 of the Statement of Prima Facie 
Paces. 

Mr. Ortved suggested to you in this 
regard, sir, that the information contained in this 
Statement and drawn from the Dubin Report was a 
mistranslation in certain instances of the findings 


from the Dubin Report itself and suggested further 


Li] 


, boos ats bne vi dt wera sige, peck oaags 
_—" i j i 
i ‘ con * ; rn ' 
eatipal i deliqnoenes : [Lite UBS wesaaqacg ey, . 
Lon! satse 3 . F nb gotiemnive e680 Sears 
~! og 
a = : T) 7 “a 
Peet oT Ge) L na fet pis (pM eS DL ibe oe ey 
. | f ant 
. t ‘ong 63 fsiw Ssipserb o2 S80bd5: vem 
dA ay rod 
‘ ¢ ‘ . ” 5 - ) - 
i UNS Fit AILIOT a ff bon L& ita we 
- b ae a , 
ae Tie ives 
, rye 1A oy TO Caibe nog bisa 185 | aa a 
' 
. ay rs 
& At : i 
. : fupan Tlow vem. .se2aotgote 
#)j , Cavtirie M . base Sven \ilservoy 
. io pings 
ia iy > ntl te 
any ie | 
, (i a yng’ is i, Ou eaiodve 4" 
) ee Ga hy \bSatae ads at ' 
[3 to vane seon, seons palansiwoo!) telS$ Sa ' 
~ i y ; ’ , May 
(HOD eaueivs wi rles vom opt rit Ewe ss fp ho itt 
oh pots hat aoa. silt “tea dqeoh) orth ie" 
treme phey ast 52 Jgand a Buvot ara .s 
Sy a r oe ay ha y : ad = 
ate , A — & . aie 
4 ‘ a) ‘ 7 7 ES fh , ’ - 
‘ ras” Pe 4 pe % “hae: a | ; yi! 
SLD 141 Og atinaiatihs Wick bovine, tM a See ay 
* : 7 : 7 4 re 
4 f hee ws : ) 
' Sik t bensatneo: Rome aot, ori day the ens 
, 1 
oa rene ae gat a mick shirt, Se tans 
ae r ; “ vee ay ‘al ai is ae liad 
: J .% me SDN Fs n s* 
epmibui® alt Jo eqnited att si aceite st bid 
ah 7 x ; Mi » L Era J ry 


yan s302 be whe sth 


7 >» ‘roee.. | 7 
sanudD BOL BAL AMIOT em i“ 5 


i ests 


oT a 7 + 
mo) 


Seats to, Sieet ni 


Pe ey Siniic 


B2 


ANGUS, STONEHOUSE & CO. LTD. 956 
TORONTO, ONTARIO 


that some of the facts in the Dubin Report, and 
thus referred to in the Statement of Facts, were 
not consistent with the matters recorded in the 
Hospital minutes of these meetings. 

The minutes of these meetings are 
noe, unfortunately, currently part of the public 
record. Accordingly, at the time of the prepara- 
tion of the Statement of Prima Facie Facts Commis- 
sion Counsel could not have reference to their 
contents as a source of uncontraverted facts. It 
is intended that those minutes will be introduced 
in evidence and that they will be subject to test- 
ing under cross-examination when reviewed by other 


counsel. 


Similarly, Commission Counsel do not, 


and did not, have access to, and are not aware of 
all of the information made available to the Dubin 
Review Committee upon which their findings con- 
cerning the Hospital mortality reviews were based. 
Mr. Ortved has provided Commission 
Counsel with detailed comments in writing, as have 
other counsel, concerning the Hospital mortality 
reviews. Some of these comments are based on the 
interpretation of the contents of the Dubin Report 


and, in other instances, they are based directly 
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1 
p. on, and find support in, the minutes themselves. 
3 We propose,- as I will outline 
4 further,otcol fides Ontved'syconmments tint this 
| regard as an exhibit before you today, together 
>| with the written comments received from all other 
6| counsel. 
7 Final bar. mCommissi oner,wiase E 
8 mentioned more than once, we have now received 
9 and reviewed written comments from various counsel 
Hl concerning the Statement of Reese Not all counsel 
| felt it appropriate to deliver comments in this 
regard. Copies of the comments that we have 
i received have now been circulated and made avail- 
1 able to all other counsel. 
14 The comments received fall into 
15 one of three categories, Mr. Commissioner; the 
| 
16 first, allegations that the facts contained in, 
17 and drawn from, the source documents are inaccurate 
18 or untrue, notwithstanding that they are recorded 
. as factual in the source documents, be it the Dubin 
Report, be it the Reasons for Judgment of His 
ot Honour Judge Vaneck or be it the transcripts of 
ae evidence in the Preliminary Inquiry concerning 
22| Susan Nelles. 
! 
23 | The second category of comment, again 
24 
25 
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if I can describe it in that way, concern allega- 
tions that the facts contained in, and drawn from, 
the source documents are incomplete or misleading. 

Finally, the third category of 
comment received with respect to the Hospital 
mortality reviews, that the facts contained in the 
Dubin Report are, in some instances, inaccurate 
and, in other instances, may have been - and I 
take it from my friends - inadvertently misinter- 
preted in the preparation of the Statement of 
Prima Facie Facts. 

In some instances, Mr. Commissioner, 
counsel, in delivering these comments, have drawn 
the attention of Commission Counsel to specific 
references in the public Be eeaieG which support their 
contentions. initheyvastimajor itysofcocases jiesin; 
undoubtedly due to the constraints of time and the 
overwhelming nature of the task, the specific 
sources have not been drawn to our attention and, 
in lieu thereof, information has been provided to 
Commission Counsel that emanates directly from 
parties having standing before you without reference 
to the public source documents. 

This latter situation presents 
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example, where a counsel has indicated that his or 
her client believes thus and so and that does not 
appear to be supported on the public record, or at 
least our attention has not been drawn to that 

part of the public record which, does support. that 
information, we cannot properly accept the informa- 
tion at this stage without more as the basis for 
amending the Statement of Prima Facie Facts. In 
ether words, jubat particular individual's informa- 
tion may indeed be accurate but must be adduced, 

in our submission, in the usual way in viva voce 
evidence, where the information is relevant or 
otherwise supported by the public record as it now 
stands. It may well be, Mr. Commissioner, that 
certain of the evidence adduced before His Hounour 
Judge Vaneck at the preliminary hearing or certain 
of the matters reported in the Dubin Report were 


incorrect or incomplete. At this early stage of 


the Commission's hearings, however, we, aS Commission 


Counsel, in my submission, cannot assess the 
accuracy or inaccuracy of such facts unless some 
evidence of facts to the contrary, or supplemental 
facts ,existvon/theppouplic. record, 

Accordingly, Mr. Commissioner, 


Commission Counsel propose the following: 
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First, that an Addendum to. the 
Statement of PhimajPacretPacts prepared bycCommission 
Counsel be filed with the Statement itself as an 
exhibit before you. 

This Addendum lists, paragraph by 
paragraph, those facts contained in the Statement of 
Prima Facie Facts which have now been put in issue 
by any party through their counsel. Ltefurther 
lists those parties who have so lodged an objection. 

The purpose of the Addendum, Mr. 
Commissioner, was not to cure the deficiencies which 
other counsel feel exist in the Statement of Prima 
Facie Facts but, rather, to provide in one con- 
venient source a compendium of those facts which 
now appear to be in issue, together with an indica- 
tion of those counsel who disagree with the facts 
as stated. 

The Addendum further lists, again 
paragraph by paragraph, those paragraphs which 
Commission Counsel have: now been informed are 
incomplete or inaccurate and in respect of which 
Commission Counsel presently intend to call evidence. 
There may well be others as the hearing progresses, 
Suits 


The Addendum also constitutes a 
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caution, Mr. Commissioner, to those who will be 
reviewing it and the Statement of Prima Facie Facts 
that the facts contained in the Statement are pro- 
vided as an initial framework only and that some 
may require amendment, deletion or correction as 
evidence is adduced at these hearings. 

Secondly, Mr. Commissioner, we 
propose that the written comments received from all 
counsel concerning the Statement of Facts be marked 
as a bundle as an exhibit before you. 

Thirdly, we propose that the Addendum, 
the Statement of Prima Facie Facts and the written 
objections and comments received from counsel be 
released to the public upon request as a package. 

In the best of all worlds, Mr. 
Commissioner, given unlimited time and the luxury 
of a limited number of tasks to be accomplished, a 
detailed review of the Statement and its contents 
could be undertaken by Commission Counsel with 
counsel for all interested parties and a revised 
version produced. A brief review of the written 
comments received from various counsel, however, 
would quickly demonstrate that this would not be an 
easy or speedily accomplished task. 


For example, Mr. Commissioner, in 
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respect of any particular paragraph in the Statement, 
we have received suggestions from some counsel that 
the contents of that paragraph are accurate and, 
conversely, in respect of the very same paragraph, 

we received submissions from other counsel that the 
contents of the paragraph are inaccurate. SO, 

there are discrepancies, as one would expect, from 
various counsel in the comments that have been 
received. 

We would submit, Mr. Commissioner, 
that the predominant interest of the Commission and 
of the public at this stage is to press forward 
with the hearing of relevant evidence. As that 
evidence unfolds, certain facts will be clarified; 
others negated and new ones established. Where 
facts contained in the Statement of Prima Facie 
Facts are contradicted, enlarged upon’ or clarified 
by facts adduced in evidence before you, that 
evidence will clearly take precedence over those 
facts contained in the Statement which may have been 
impugned which have been put in issue. 

I would propose, therefore, Mr. 
Commissioner, that you now accept as exhibits the 
Addendum to which I have referred and the written 


submissions which Commission Counsel have received 
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from other counsel. You will recall that the State- 
ment of Prima Facie Facts was accepted by you as an 
exhibit on June 21st, although not for public 
dissemination. 

Iwi liepeopase palinally,,.that.you 
authorize the release of each to the public, together 
with the Statement itself. 

THE COMMISSIONER: Yes. Thank you, 
Miss Cronk. 

I will hear Beeman that anybody 
hasebutyubeforenli dosthat,.L just.want.to,.make.it 
clear that the purpose of the Statement of Facts, 
as I understood it, was to avoid unnecessary evi- 
dence; that is Paragraph 1 of the Terms of Reference 
of this Commission. I don't feel bound by anything 
in the Statement of Facts if the evidence discloses 
something different, and I will act upon that 
evidence; not upon what is in the Statement of Facts. 
However, the Statement of Facts does serve two 
purposes; one, the purpose I want; namely, to avoid 
unnecessary evidence, and, two, the purpose, if you 
want more on that, is to give you some background 
information which, perhaps, you have already 
acquired that. 

Any comments from anyone? 


Yes, Mr. ‘Tobias, 
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MR. TOBIAS: Mr. Commissioner, as I 
understand the original objectionsof various counsel, 
the primary concerns seem to be that, based on the 
Prima Facie Statement of Facts, Commission Counsel 
might not call certain evidence, and that was set 
out in the Statement of Facts. 

Certainly, given the safeguards the 
Commission Counsel have just expressed and given 
your own comments about the evidence taking pre- 
cedence over the document, it would seem that the 
other concern that you might act on a given fact 
has been answered and we do not have to be con- 
cerned with it anymore. 

I would suggest that perhaps those 
documents be released to the public at this time 
and if any specific counsel is concerned that an 
area that they are particularly interested in will 
not be proved by viva voce evidence because it has 
been handled in the Prima Facie Statement of Facts, 
then that counsel can bring a motion to you, a 
notice to Commission Counsel that they would like 
that evidence called viva voce and that they, in 
6ftfect,atspiite’ that’ particular fact, and I think, 
subject only to that caveat, I would support Miss 


Cronk's submission. 
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THE COMMISSIONER: There will also 
come a time when each counsel will be asked whether 
he wishes to call any evidence -- 

MRE ATOBIAS:..Yes,,i.m aware ofthat 
as well, and I believe that that provides an even 
further safeguard. 

THE COMMISSIONER: Yesua Bagnin 

Any further comments? 

MR. BOGART: Mr. Commissioner, I 
would like to make this comment about the business 
of your acting on evidence, sir. Obviously, we are 
very sympathetic to avoiding unnecessary evidence 
and to move this matter along as quickly as possible. 

But there is the question of onus, 

I believe, in terms of who has the onus to call the 
evidence when the facts are put into dispute and it 
is certainly our position that the onus should not 
be on counsel but, rather, should be on Commission 
Counsel when something is put in dispute that is 
relevant. 

I believe that my remarks are con- 
Sistent with remarks that you made the opening day 
of the hearing, sir. 

THE COMMISSIONER: Yes, I understand 
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beginning and I am already wilting all over the 
place; so don't worry too much about it. 

As a matter of fact, I suggest, 
throughout your whole career in Law, don't worry 
too much about onus. Judges cheat on onus all the 
time? 

MR. BOGART: Just so long as you 
don’t ‘cheat in thistheabing; siu3 

THE COMMISSIONER: Any other comments? 

All right, then, you seem to be 
almost unanimously approved, Miss Cronk, so you can 
put them all in. 

MISS CRONK: That is a higher hope 
than I had, Mr. Commissioner. 

THE COMMISSIONER: How are we going 
to do it, though? .I think we have already one in 
as.43" and-onenineasch3An. 

MESSeCRONK #4 nYesS p.wWeedO; «Mrs 
Commissioner. The Statement of Facts was marked as 
Exhibit 3. The written comments received -- 

THE COMMISSIONER: What about putting 
all the written comments starting in any order you 
like; 3B, 3C, whatever you like, and when you come 
to the end of it, put the Addendum in as '3', let us 
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MiSoweRONK? fy LOu-antici pated me, Sir, 
as*usualsy 

THE COMMISSIONER: Good. MAL ceed ale 
you just call them out, then. 

MISS CRONK: Exhibit 3A are the 
written submissons already received and filed from 
counsel for the Hospital. 

Exnibit® 3B, 1° would ask you accept 
submissions received on behalf of certain doctors 
at the Hospital for Sick Children as represented by 
Mr. Ortved. 

Exhrpre t3e€++Mry *Commisstoner; *+Lrwould 
ask you to accept written submissions received from 
Mry Strathyeonebenartteoterhnyilis Trayner. 

Exhibit 3D, Mr. Commissioner, I would 
ask you to accept written submissions received from 
Messrs. Jackman and Goodman with respect to the 
Statement of Prima Facie Facts on behalf of Marianna 
Christie. 

Exhibit 3E, Mr. Commissioner, I would 
ask you to accept written submissions received from 
Mr. Percival's offices on behalf of the Metropolitan 
Toronto Police Force. 

Exhibit 3F, Mr. Commissioner, written 


submissions received from Messrs. Symes, xXitely and 
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McIntyre on behalf of the Registered Nurses' Associa- 
tion of Ontario and named individuals whom they also 
Fepresene, 

Exhibit 3G, written submsisions re- 
ceived from, again, counsel on behalf of the Hospital, 
Messrs. Cameron, Brewin and Scott. These are sup- 
Sieneneley submissions received from Mr. Scott, 
as they then were. 

Bxhibit 3H, Mr. Commissioner, written 
submissions received from toeeds) Stykeman and 
Elliott on behalf of Susan Nelles. 

Finally, sir, written submissions 
received from counsel on behalf of the Ministry of 
the Attorney General et al. 

THE: ‘COMMISSIONER: That would be 31 
we have got down to, I guess. 

MISS CRONK: The final exhibit in 
the bundle, sir, that I would ask you to accept,is 
the Addendum itself, which will be 3J. 

THE COMMISSIONER: 3J is the Addendum. 

MISS CRONK: I note, in reviewing 
the exhibits, which I will now provide to you, sir, 
that I am missing a copy of the submission received 
from the Ministry of the Attorney General. I will 


provide that to the Registrar this morning. 
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THE COMMISSIONER: Tank you. 


~—-— EXHIBIT NO. 3B; Written submissions by Mr. 
iar, Ortved on behalf of certain 
Goctors at, tne Hospital ror 
Sick Children, 


--- EXHIBIT NO. 3C: Written submissions by Mr. 
Strathy on behalt of *Phy lias 
TEayner . 

--- EXHIBIT NO. 3D: Written submissions by Messrs. 


Jackman & Goodman on behalf 
of Marianna Christie. 


~—— Xi De Oy ie Written submissions by Mr. 
Percival on behalf of the 
Metropolitan Toronto Police 
POrce. 


==> EXT B TNO Written submissions by Messrs. 
Symes, Kitely ¢ McIntyre on 
behalf of RNAO and named 
individuals. 


== PAH LD ieee ae Written submissions by Messrs. 
Cameron, Brewin & Scott on 
behalf of the Hospital for 
Sick Children, Supplementary. 


--- EXHIBIT NO. 3H: Written submissions by Messrs. 
Stykeman & Elliott on behalf 
of Susan Nelles. 

--- EXHIBIT NO. 31: Written submissions by counsel 
tor the Ministry or, the 
Attorney General et al. 


--- EXHIBIT NO. 3d: Addendum to the Statement of 
Prima Facie Facts. 


Mi SoverONke. in addltion, sir, Mr. 
Lamek reminds me to indicate that copies of the 
Addendum, as well as copies of the written objections 
and comments received, have now been circulated 


amongst all counsel. 
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THE COMMISSIONER: Yesve Thank you. 

MESSaACRONG leSiGhoon Thursday hast, 
Dr. Ellis was testifying before you. I would recall 
Dr. .B111 Ss "to tthe scandeat this time, 

MR. TOBIAS: Over the weekend, I eee 
had some time to reflect again on a subject that 
seems to beset us, and that is the subject of the 
Atlanta Report. 

THE COMMISSIONER: Could you just hold 
that until this afternoon. 

Mia LOBTAS:. Yes. 

THE COMMISSIONER: I think there will 
be a statement this afternoon on the Atlanta Report 
which may put most of your problems to rest. 

MR TOBIAS: Fine. Thank you. 

THER eCOMMLOOLONER: Yes, Mr. Bogart. 

MR. BOGART: I just had a question 
about the medical records which Miss Cronk referred 
to a few moments ago, which she said would be marked 
as exhibits. I assumed that we will be provided with 
copies of those medical records and, if we are going 
to get into them this week, I wonder if I might ask 
Mr. Lamek and Miss Cronk, through you, if we could 
be provided with those records before they are marked 


as an exhibit. That would be, I. think, very useful. 


: J | ; ae ie a ‘i I : . 
ees bows any k oY ‘i a ‘ i e vin ia < + 
See i ey Becimamri. 
* id oy) aaa Sy 


en: 


jets soa é ey par toe 
ads 9 saetidne eel gt Suis ine. Be et ates 
a nome sdaelaa 
Lot faut soy, biaao MOT BBTMMOD ts 


~ 


wl 


- -toont93 26 wists tide seme 
89% ¢EALCOT ~ AM | 
fliw oredt dalast AapoqaexMKD> 4 curr 
Mogel pinst A ‘edt oo nagntadts aikch sHonedase 3d 
nen OR emeldorg Iwo 20 Seam tg qhet-ioirtw 
‘poy daed? . .enks Ramee aM ies 
raped. .aM. ,8o¥ : SMO 128 TROD aie 
/ potiaeaus 6, bon + aust I PHAOOG 4AM: 
bartels st0'4"D aaiM doliw, ebscost taokboin oid txods 
boxset od bluow bise ode’ dotdw ,OpR ednreniom wot & od 
tiv bobivoxg ad, [Liw, sw tsda homuges I. .eidiiite <s 
palor ots sw If bats aaa [so ibem geons ie adigo9 
tas tdpim I ti 1ebm08w T ,239W & bats mong ofhi 2ep as 
bivon ow 2 voy Hewoudy \Weoxo anit bag Hemet am 
4aA16M ein Yards exched abiugest seort fiw’ babivoza od 
Lpteag y29v antag 2 od tittion tant  SidtAxe mé &6 


sf - HW q : i as 


ee 


C8 


oa. 


ANGUS, STONEHQUSE & CO. LTD. 
TORONTO, ONTARIO 


THE COMMISSIONER: There is an un- 
believable logistical problem about records; so, 


perhaps Mr. Lamek will tell us all about that. 
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‘BB/ak : MR. LAMEK: I wouldn't say all my 
3 problems but certainly there is a very substantial 
4 physical problem in re-producing in sufficient 
5 quantities the number of medical records that we're 
6 talking about. I can only say that people are 
7 working literally night and day to accomplish that 
end. I think what is likely to develop is something 
e+ "| like this: that the first of the medical men who 
2 goes into the box to discuss the charts of the 
10; particular children which he has reviewed will be 
11 Dr. Rowe, the head of the Cardiology Division of 
12 The Hospital Vtor*Sick*Children. It may be that by 
13 the time Dr. Rowe goes into the box, which I suspect 
14 may be later this week, that copies of all the 
charts will not yet be available for distribution, 
¢ i but"as *a»matter Ofeprirority ;y “those «which ~he*will 
5 discuss first will be available and I would expect 
17 that the evidence of Dr. Rowe will take .a sufficient 
i length of time that counsel will have ample time to 
19 consider the reports as they become available and 
20| are distributed and marked as exhibits to prepare 
mT properly for cross-examination. 
os I would like to have things in counsel's 
| hands ahead of time, Mr. Commissioner. The practical 
\ 2 exigencys of the situations sometimes make that 
24 
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impossible, but I would ask counsel to be patient 
with me and sympathetic with those problems and 
I'll get the stuff to them just as goon as possible. 

THE COMMISSIONER: I take it we 
now have no legal problem, am I right, about 
distribution of the medical reports? 

MR. LAMEK: Mr. Commissioner, the 
legal problemspot (our acquisition, of ‘the, charts 
I think has been satisfactorily dealt with. We 
have the charts as a result of the execution Onl a 
search warrant for them under the powers given under 
the Public Inquiries Act. 

I see no impediment to our marking 
those documents as exhibits for the purposes of this 
Commission. There may notionally be some problem 
about the prior release to counsel, but it may be 
that is a non-existent problem anyway because of 
their unavailability until they are able to be 
marked. That problem may disappear even if it is a 
problem. 

I should be clear, Mr. Commissioner, 
Miss Cronk properly reminds me, that when I say 
that the charts were obtained under the execution 
of a.search warrant at the Hospital, that there was 


complete co-operation by the Hospital in. that regard 
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but it was properly concerned that there be not 
improper distribution of the medical charts. 

THE COMMISSIONER: ¥Yesy. Of cotvirse, 
I take it that those counsel acting for parents 
already have the charts of their own? 

MR. LAMEK: With one exception and 
that is I think Mr. Manning's latest set of clients. 
Het:is' now acting for, I think, the parents of the 
Murphy child who died in the period with which we 
are concerned, Paul Murphy, and that chart is now 
being copied. But otherwise, Counsel acting for 
parents of children have received copies of the 
charts of those children. 

THE COMMISSIONER: Well, now, how 
does that resolve your problem. I mean, it's the 
best we can do. 

MR. BOGART: Yes, “and for that “I 


thank you, sir and thank you, Mr. Lamek. 


MR. PERCIVAL: Mr. Commissioner? 
THE COMMISSIONER: Yes. 
MR. PERCIVAL: I think Mr. Lamek 


had indicated to us there was going to be one week 
during the summer that Your Lordship might not be 
available, 


THE COMMISSIONER: Yes, I have some 
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other duties ‘on; Irthinksit is the -- I know it 
includes the 12th of August because I have them 
every year and that's my son's birthday. I have 
missed it every year now for the last five years. 
So; sttE owil bebeawhnateveraeweek;elI (think ibits»thes8th, 
is tist2 

MR. PERCIVAL: The week starting 
Monday the 8th of August. 

THE COMMISSIONER: Yes: 

MR. PERCIVAL: So, that's the week 
you many not be sitting? 

THE COMMISSIONER: Well pebacan’ t3 
Difind tetadPGiicnuteyahimain Reginapnsernitds 
impossible. I suppose if there is enough of a row, 
we might take off some other time but only if there 
is enough of a row. I mean, I would like to go on 
throughout the summer and get it over with as soon 
as possible, but we'll see. 

MR. PERCIVAL: Thank you,ssius 

THE: COMMISSIONER: Anything else? 
ALLI£ight® Mee. Gronks 

MS. CRONK: CouldaD recalt. Dri-t bis 
to the stand at this time, Mr. Commissioner? 

DR. GRAHAM ELLIS, Resumed 


MS. CRONK: Mr. Commissioner, you 
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will recall that on Thursday last I completed my 
examination in chief of Dr. Ellis. Over the weekend 
he, through his counsel, have been kind enough to 
provide Commission Counsel with copies of various 
documents to which he referred in his evidence and, 
with your indulgence, I propose very briefly to 

put a number of questions to Dr. Ellis to identify 
those documents, concerning them, and I will have 
completed my examination in chief. 

THE COMMISSIONER: Veo Ciweragnt.. 
FURTHER DIRECT EXAMINATION BY MS. CRONK: 

Qs bey EPLIsS,.-do*vou.recall, sir, 
giving evidence on Thursday last concerning the 
therapeutic and toxic ranges of digoxin considered 
by you and your lab to apply during the period 
July, 1980 to March eho sb2UCDa tyoulrecall 6iving 
that evidence? 

As Mes, I dét 

Oi. All right. And you referred 
us specifically) ipr ye Riliis; ‘to'an Article published 
in 1978 in the Journal of the American Medical 
Association in’that "regard? 

A. Yes? 

Q. And I believe, correct me if 


I'm wrong, sir, you referred us as well to an 
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extract from the Resident's Handbook, Pediatrics, 


published in 1979? 


A. Yes. 

On Doeyounrecall that, siz? 

A. Yes. 

OO. And that Article you indicated, 


I believe you were reading from the Resident's 
Handbook at that time, recorded a number of values. 
Do you have with you a copy today of the extracts 
from the Resident's Handbook? 

Ae £ have a copy. of, that, yes. 

Cee VYOuvdO;.a11l rignk.s . The 
extract. from the Handbook, Dr...Ellis,, page 365. 
Perhaps you can just look at the one I have and 
ensure that we're looking at the same extract. 

THE COMMISSIONER: What's happening 
with the Article, are we making that an exhibit? 

MS. CRONK: Yes, I'm coming back to 
tha. 

THE COMMISSIONER: Was that one of 
the ones that we reserved, do you remember? 

MS. CRONK: No, sir, I don't believe 
that the article was a reserved exhibit. We did 
reserve an exhibit number for various requisition 


forms. 
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(Cronk) 
THE COMMISSIONER: The requisition 
FOrMS - “ALL erat. 
MS. CRONK: Eid bev returning: to 


the Article with your “indulgence “in just a few 
moments. 

THE COMMISSIONER: Of, sal Fight. 

MS. CRONK: Q. Dealing first then, 
Dr. Ellis, with the extracts from the Residents * 
Handbook, and Mr. Commissioner, I believe that 
copies of this have been provided to all other 
counsel this morning. That extract indicates under 
the word "Digoxin" various reference values to which 
you referred us in your evidence on Thursday last. 
is“thatvcorreces. Dr. Ellis? 

A. Yes: 

(he Gan you help, 'sir, because 
I neglected then to ask you, did those values apply 
ro intants* ane -adultsror sto: both or to*e1ther? 

A. Py think’ the "Journal ofthe 
American Medical Association related mainly to 
adults, and then there are subsequent qualifiers 
after this relating to infants. 

Q. ALES eTgue, 

A. And this was the information 


that we had at that’ time. 
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On With respect to the qualifiers, 
are you referring to the notes set out in the extract 
from the Residents" Handbook? 

A. That SeCOrrect:. 

OQ. All right. Now, dealing with 
those notes specifically, the first is a note 


concerning the serum concentration --- 


THE COMMISSIONER: Could I have a 
Copy of thar 

MS. CRONK: OL, laleullie SOULE Vga Seve 

THE COMMISSIONER: If there is 


one available that I couldhave. Thank you, 

MS. CRONK: I apologize, 
Mr. Commissioner. 

THE -COMMISSIONER: Al. rescind. 

Mow iORONK's 0.) Drea blins, 
referring to the first note which appears below 
these reference values, that note refers to the 
serum concentration above which toxicity becomes 
more likely and indicates that that concentration 
level is not clearly defined and varies between 
individuals in quoting: 

"In some studies digoxin above 2.5 

nanograms per millilitre or above 


2.0 nanograms per millilitre was 
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&) ae 


° MoOtentlrany ~ tox1e..” 
There are in addition three other 
4 notes set out in the extract from the Handbook with 
S) respect to the values. 
6 Are the values as recowded in the 
"i Handbook that we are now looking at, values which 
3 you understood to apply to infants during the 
be period July, 1980 to March, 1981? 
; A. Yes, they are. There is a 
; very slight modification7! think from the original 
1 American - Journal of the American Medical 
12 Association article; wiich WF think @1 “gave*you a 
13 COpy "OL? 
14 Q. YOouwdLrds4+Sirs 
15 A. Ana =i *ehink that an-that 
&-4 o particular article they “lasted 220 €6°3'50"as "being 
overlap, towards the end of the article. 
- Q. As compared to the overlap of 
be pusmtoLe sn. 
19 A. #20. 
20 Q. Indicated in the extract? 
21 A. peceswrrgnt.,“ This document 
97 was essentially for the residents" use and in order 
( . EOo'-avord “any “contusion teas "to “what “a level “of "253 
| might really be, we elected to use this value of 
24 
25 
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2.5 to 3 for, therovertap, region. 

Oo Thank you. And you have told 
me that those reference values were ones that you 
considered to apply to infants during this time 
period. Did you consider them as well to apply 
tor,adults? 

ae NGO wiatOlDK leandicatedyto 


you these related mainly to adults. 


OQ. ALl.icmght. 

A. Okay. 

@.. taatis what.lém.a little 
uncertain of, Dr. Ellis. Are there reference values 


contained anywhere else in the Residents"; Handbook 
thateare,particularstor.digoxin for infants«as 
opposed to values that we see on page 365? 

A. I think these are the only 
ones but I have referred here to Pediatrics 59/1977 
and also the Journal of Pediatrics, 1978 in Note 2. 

Ooe Yes. 

A. So, anyone wanting further 
details could go to those. 

On All. right. .To your knowledge 
today, sir, does that Article noted in Note 2 


indicated ditterent Kneference.-values.for infants 


than those disclosed in the extract from the Handbook? 
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(Cronk) 
1 
2 
A. I don't know whether that 

: related to 2.0 or 2.5 or even higher values than 
é Cha Ge 
s) Oe All right. 
6 oe For the premature infants. 
7 OR For your Own purposes in your 
8 lab, sir, in running samples on children during the 
| period July, 1980 to March, 1981, did you use or 

have reference to these reference values contained 
sd in the handbook or to others that may be set out in 
i the articles referred to in the notes? 
12 A. Yes, at that time we would 
13 regard up to 2.5 nanograms per mill as being 
a satisfactory. In samples taken six to eight hours 
15 after the digoxin dose. I later learned that the 
ie Hospital for Sick Children the dosage of digoxin 

is given 12 hourly and in a number of centres they 
ul prefer to take a sample for the next dose. In those 
AS centres, I think the value of 2.0 was taken as a 
19 hospital value at some stage during 1982 in consulta- 
20 tion with clinical pharmacology and therapeutic drug 
94 monitoring program and the cardiologists. 
22 Q. ini yourcentre ‘then, Dr. Ellis, 
93 | in the Hospital for Sick Children during the period 

that we're talking about, do I take your evidence 
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to be that anything up to a 2.5 nanogram per milli- 
litre level was considered satisfactory? 

A. Yes, with the qualifier of 
Note l. 

Ore Alright veanNotrevl from the 
extract of the Handbook? 

A. Mes 5 

On And anything above would be 
considered to be in the toxic range? 

A. Ves‘. 

O° And that would be in both 
instances that was the case for infants? 

A. Well, as indicated in Note 2 
infants may have higher levels than 2.5 but not 
show signs of toxicity. 

Q. ALDPAPIGhts 

Mr. Commissioner, could we mark that 
as the next exhibit. The exhibit number I believe 
is Exhibit No, 46. 

THE COMMISSIONER: Ts‘ thatthe 
Resident's extract? 

MS. CRONKs Yess 

THE COMMISSIONER: That will be 


Exhib?re ele. 
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THE COMMISSIONER: 


thank you. 


MS" 


THE COMMISSIONER: 


MS. 


Pperis | CT ex. 984 
CCTOnk) 


Extract from Residents! 
Handbook, page 365. 


AL, Br Pour, 
CRONK : Thank you. 
Will we use this? 


CRONK: iL ewarl Lbeprovide 


Mr. Bogart with another copy, sir, I: seem to be 


short on my copies today. 


THE COMMISSIONER: Fine. 


MR. 
MS. 


Q. 


BOGART: Yes, that's fine. 
CRONK : Thankyou, 


Dr. Ellis, one other question 


with respect to the contents of the reference values 


set out in the Handbook’. Can you help me, Dr. Ellis, 


because I believe you told us on Thursday last that 


you assisted in the preparation of that chapter of 


the Handbook which pertained to biochemistry? 


A. 
Q. 
extract come from 
A. 


Q. 


Yes. 

All right. And does this 
that”, section of the book? 

Yes; 1t1doesi 


Atigea. ght aeCani yonetelt me 


why reference values particular to adults based on 


the then existing 


literature would be contained in 
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the handbook that was intended for residents of 
Pediatrics: 

A. Simply because this particular 
article seemed to be one where someone would give 
a clear indication as to what they regarded as 
under digitalized, what they regarded as optimal, 
what they regarded as overlap and what they regarded 
as. COxiIc. 

Many of the other references. were 
really very much vaguer and they would have quite 
wide ranges of areas where toxicity may or may not. 
OCCur. 

Oz Insofar as you were aware, 

Dr. Ellis, at the time this Handbook was in prepara- 
tion, was there a clear delineation in the literature 
of reference values ina format similar to this 

for ifanes, parciculag to intants? 

A. I don't know what is stated 
in Pediatric Clinical Chemistry, a:book by Meites». 
I don't know what value is there. There would 
probably be a number of ranges stated there. 

Oe Rierront, chank you, sir. 

You referred us as well to the 
Article from the Journal of the American Medical 


Association. I have before me a copy of an article 
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which you provided to me through your counsel dating 
from June of 1978, an article by Dr, James Doherty 
ehtitled "How and When to Use the Digitalis Serum 
Levels". Is that the Article to which you referred 


us previously? 


A. Can you show me that, please? 
Ol Yes, certainly. 

A. hes, that Ss COrrect. 

Or Do you have a copy of that 


before *you, Dr. ELEvs? 


A. i ay enave. 
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0. Pvami sorry, 'sar?p do 'youthave a 
copy of that’ artacile? 

A. I.don't have a copy immediately 
tO Hand. 

0. T ~Teter’you; "Dre +EL1as;°to* page 
3 Of the Aveleter nearscie’ borctom- or the’ first 
column, the paragraph beginning with the language: 

"Each laboratory should establish 

deswown laid ted vi..." 

Do you see where I am reading, sir? 

A. Yes, page 2596. 

0. Was that the passage in this 
article to which you were referring when you gave us 
the reference values indicated? 

A. That ts *eorrect, “yes. 

0. And could we mark that, Mr. 
Commissioner, as the next exhibit, I believe that is 
By Dalte liga 


--- EXHIBIT NO. 17: Journal of American Medical 
Assoetation (Extract). 


0. I draw your attention as well, 
Dr. Ellie, coy ene van. coductory paragraph to that 
article which indicates: 
"The indications for measuring 


serum digoxin levels area suspicion 
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OL-adLG1talLis intoxication and the 

need to know the status of digital- 

Macrone elttalls of anterpretation 

include time of serum sample relative 

to timer ory last“digitalis: dose; -ageé 

Of patwvent; atrial arrhythmia, 

electrolyte disturbances, disease 

State of the patient; recent radio- 

wsotopeson board ..'3)" 

And stopping there for a moment, can you help me, 
Dr.' Ellis, as to what the reference to "recent 
radioisotopes on board" means? 

A. West otGoarchaidthad?atradio- 
isotope procedure, a scan of some sort, then if blood 
were taken immediately following that scan with a 
radio nucleoid then there is a possibility that 
erroneous results might be obtained. 

0. The introduction continues in 
reciting a number of factors that the author considers 


to be pitfalls of /interpretation including: 


ie abnormal -absorption or 
metabolism and laboratory error. The 
serum digoxin level is’a-useful | 
clinical tool but only when employed 


with good judgment, not every patient 
receiving digitalis requires the 


measurement of a blood level." 
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Dr. Ellis, dealing with those 
matters described by the author to be pitfalls of 
interpretation with respect to the digitalis serum 
levels, do you agree that those are factors to take 
into account once an assay result for digitalis has 
been obtained? 

A, ves, i felt this was .a.good 
summary,  this™us why Dicited,.this,panticularyarticle. 

0. Thank you. Recall as well, 

Dr. Ellis, that we discussed last Thursday the 

Form of Requisition which was in use in your 
Labowatonyntor elhenperrod Jud y..1980 tito Manch 1984 

and you testified as well concerning the Form of 
Requisition thatjwasipintvroduced upon »the introduction 
in the Hospital of the Therapeutic Drug Monitoring 


Program, Doth int itaeivevandihen 4in its revised 


State in DOeyousreca Ll jqawving,.evidence;inm “espect of 
that? 

A. Ves: 

0. Ge anehowing sou mow ws. BLlis, 


a Form of Requisition which has been provided to me 
through jyour,Counsel. » I)would ask you ,to.tell me, 
is this the Form of Requisition that was in use in 
your Laberatory during the period July 1980 to 


March 1981? 
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4] 

2 A. This is essentially the Form 
3 of Requisition. There are very slight cosmetic 
4 differences to this particular one, one or two 
5 compounds were not on the original Requisition for 
a use at that time, essentially it is the same. 

0. Do you have another copy of 

: that), sary with your today? 

. A. There was one clipped on the 
? back, it was a photocopy of a used Requisition but 
10] _ is-ebssentvallyo simitar)ito this 
11 MS. CRONK: Could that be marked as 
12| the next exhibit, Mr. Commissioner, and that I believe 
13 was a reserved number. 

* THE “COMMISSIONER: § I thought the new 
. ones were reserved, do you have the new ones as well? 
- MS... CRONK?.. Ness. :T ios sir, I was 
16 going to propose that the three be marked as 15A, 
ly io and 1 oe. 

18 THE COMMISSIONER: Yes, all right, 
19 then we will mank this-OneU5A.e. © ‘don"t want) to, be 
20 COO: GITLicwikt but we seser vedios i tsed £i for 

| Requisition Forms and I thought they were new 
‘i requisition forms, am) Io wrong? You are, going to have 
- three of them. 
as MS. CRONK: *'There are ‘thrée ‘in total, 
24 Sir. 
25 
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Lie COMMESSIONER: Wess 

Mo. GOODMAN: May I ask that Ms. Cronk 
describe what she is referring to of the three. 

Me mcCRONKeg) Ll wamtusteicoming: toucthat, 
Ms. Goodman. There are three Requisition Forms and 
my recollection, Mr. Commissioner, is that the number 
was reserved for all three, the one from the July 1980 
to March 1 ost eperiod:. 

THE COMMISSIONER: i t ALleright; weihave 
goty them’ chronologically, can “wefmark® this? 15A% 

MoPRChONK ah that tus correctye sir. 

lal COMMTPSSTONER sme ALLeright. 
hae foe Ue eNOe, 2bon = Requisition Form: 

rOtinseal Chemistry. 

MSs CRONK?( 0: siFor theease of other 
Counsel). Dro chilis; istiehe Becuiertion Form which we 
have just marked headed "Clinical Chemistry" with a 
number on the left hand side of the page? 

A. Yess 

0. Gan you’tell: me, Dr. Ellis, 
where on that Form an assay request for digoxin would 
be indicated, where would the word "digoxin" appear, 


binatea te 


A. Yes? "This would *be indicated 


in "other requests". The most common requests are 
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lasted by name, ehe sivgntly pless common,ones,there 
is a space available for them. 

0. What are the most common ones 
thatitatre fliéebedson” Bhat ttorm; whatssection.:of «the 
form are you looking at? 

A. Sodium potassium chloride on 
the left-hand side of this Form. 

0. And on the right-hand side of 
the Horny eDrt yl bis) vas, DSecall it there are four 
boxes beside which appear the words, at least the 
abbreviations, or what I take to be the abbreviations 


starting first VEN, can you tell me what that refers 


pane Fs 

A, Yes. This is a venous blood 
sample. 

0. An@re hen tart?. 

A. An arterial blood smaple. 

Q. And CAP? 

A. A capillary blood sample. 

0. And CFF? 

A. Gemebro spinaboflurd: 

Q. DopLttakeiit thenothat the 


completiontef,that Iboxsroncthissform would constitute 


an indication in a laboratory of the nature of the 


sample that had been obtained? 
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A. Yes. There is also a box 
underneath it labelled "other". 

0. And in the normal course of 
events if the four particular boxes were not completed 
the referring physician or the physician requesting 
the assay would have the option of completing the 
other category to indicate what kind of sample, at 
least the site of the sample that was being sent to 
the Jaboratory,..1s Ehat. correct? 

A. MeSs 

Q. And the second Form of 
Requisition that has been provided to me, Dr. Ellis, 
Ebrough woumeCcounsel, 1s dororm that. have been told 
or advised was introduced with the introduction of 
the Therapeutwe Drug Monstoring,Program,, it is 
entitled “The. Hospita lator Sick Chindren: Department 
of Clinical Biochemistry, Therapeutic Drug Monitoring 
Requisition! ,do.you have a copy of that with you 
today; S277 

A. LOWS Reha iat aye ead ghee 

0. Now, LO distinguish that Form, 
Dr. Ellis, from¢a Pormenat. lt. will introduce: inva 
moment or two, am I correct that on that form there 
is a space for completion of information concerning 


one assay and one assay only? 
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A. No, you have given me the 
One Mabelted = |prugeA- wana ‘Drug B”", this is the most 
CULTeRteOne, 

0. And I have referred you to the 
second one, 

A. Ves’: 

MS. CRONK: I apologize, Mr. 
Commissioner, I can tell there is magic to this 
copying to be sure there are sufficient copies. 

0. To identify this Requisition 
Form, Dr. Ellis, from the subsequent one, am I correct 
that this form provides space for information with 
respect to one assay and one assay only? 

A. that ve tcorrect) yess 

0. And can you confirm for *ts) sir, 
that is the form that came into use in the laboratory 
with the introduction of the Therapeutic Drug 
Monitoring Program? 

A. Well this was mainly used for 
Dank S61dan4s laboratory whenthe Therapeutic Drug 
Monitoring Program came in. 

0. Subsequently, after the intro- 
duction of the Therapeutic Drug Monitoring iuldde ant, 
when you again became involved in running digoxin 


assays, was this the Form of Requisition that was then 


in use in your Laboratory? 
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A. I think it may have been this 
one at that time, yes. 

0. And in large block letters 
appearinglonfthearekeqaussaricnererm,) Dr, EdLis;cis the 
indication "The analysis will not be performed unless 
this information is provided", do you see that,sir? 

A. Yes" 

Q. Can you tell the Commissioner 
briefly what that refers te? 

A. Well basically the information 
in relation to the medication prescribed and the drug 
analysis requested. 

0. If that information was not 
contained in the boxes set out for its inclusion 
would the assay in fact be performed in your Lab? 

A. Pena nk, Lt antes be best to 
discuss this with Dr. Soldin because I didn't design 
this Requisition and he did. 

0. Well, let me understand that, 
and: certainly 2 ayi lt vdewensat, Dr. Ellis. Once you 
became re-involved in performing digoxin assays, 
after the introduction of the Therapeutic Drug 
Monitoring Program, if the information required by 


this form was not provided to your Lab would the assay 


be proceeded with? 
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A. Well, we essentially receive 
samples that have been prepared for us by the 
Therapeutic Drug Monitoring Laboratory, so they are 
responsible for receipt of-the samples, for the 
centrifugation of the samples and the passing of 
serum samples to be analyzed and we just analyze the 
samples and then we handed them back to be reported. 

0. Would you ever receive this 
Requisition Form in your Lab then at all? 

A. This would have come into the 
Lab, yes. 

0. And the information that is 
requested Tin thatebexsyeaserl recalMerh Air SS5RVPLis;)avs 
pirst Ly taneindicataon Of the particular analysis ‘that 
is being requested? 


A. Yes. 


Q. And would that be the appropriate 


place on the form for the requesting physician to 
insert the word "digoxin assay"? 

A. Yes. 

0. And secondly, there is an 
indication ™forpithe time of the last dose to be 
indicated? 

A. eS 3 


0. Ana thirdly for the amount of 


the last dose? 
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A. Yes. 
0. Pndecourthivysany indscakion,.as 


to the type of specimen? 


A. Mest 

@ IT takewthat to be the type of 
sample? 

A. Yes 

Q. Prcethen ti fthily an indication 


of the time that the specimen or sample had been 
collected? 

A. YeESs 

0. Podetimalhy anvindication, for 
completion for the date the specimen and sample had 
been piece 

A, Vos 

0. Pica cae Tt, one. is contained in 
the box on the Form which indicates that the analysis 
will not be performed unless that information is 
provided? 

A. Yes. 

MS. CRONK: Could that be marked as 
the next exhibit? 

THE COMMISSIONER: Yes, 15B. Has it 
got the same title, that is the Drug Monitoring 


Requisition? 
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Mow CRONK: “1 am sorry, Sir, this 
is the first Requisition that is entitled "Therapeutic 
Drug Monitoring Program™: 

THE COMMISSIONER: It has the same 
Cite? 

MSM GRONK: ="veas) it does, ‘sir. 

THE COMMISSIONER: Is there some way 
we can distinguish it? 

MS. CRONK::. Single assay. 
sc EXHEBIT yNO yeh5SBs Requisition Form: "Therapeutic 

Prag Monitoring Program, 
Single Assay". 

MS, SGRONK 10, 4De. SEDEis, PI Vnave 
provided youwGwath a copy of the third Form of 
Requisition that has been provided to me by your 
Counsel, it is similarly entitled in the same way as 
EXhi bre ESBS Pibut fon Stheeeace-*of ms as ‘P-look at 
the Form and perhaps you can confirm whether I am 
interpreting the Horm correctly sor “incorrectly /-there 
is space on the face of the Form itself for inclusion 
of information with respect to one or two assays? 

A. res 

0. Sor.l. take tit that tthatrorm,- Gif 
completed, could request a digoxin assay and in 


addition an assay of potentially one other drug but 


only one other drug? 
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TORONTO, ONTARIO Teron) 
A. Yes. 
(), Len chia te Corruect ? 
A. Yes. 
0, And if an assay was requested 


on more than two drugs, inclusive of digoxin, would 
another Requisition other than that Form have to be 
completed? 

A. I am not sure whether Drug B 
could be drugs like anticonvulsion drugs or whether 
specifically phenobarbitone would have to be called 


EOY individually andi Mayube a particular profile 


Of AOrugs)) Dicer ae ovnigwA, lets say, plus profile 


of drugs Drude. 


Q. Yes. If an entirely different 


category of drug assay was being requested would that 


require completion of a separate second Requisition 
Form? 

A, Pecitiicwbien pe best to discuss 
thatoewite sow eco ld iy. 

0. You arewnot familiar with 
whether or not that was required? 

A. No. There is a revision note 
on the bottom left-hand corner Revised, I pWanR MLE 
O2 or O03, 1985;se this Nas been in use recently. 


MS. CRONK: Could that be marked as 


the next exhibit, Mr. Commissioner? 
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——=— EXHULBIT NOW ALSC: Requisition Forn: 
"Therapeutic Drug Monitoring 
Program, Multiple Assay". 

Mier ronttes SO. HLS. fash vou 
bY1efiy. EO Buirie ce veoemoac., page Of that. exhibit, and 
on the back there as7a column. Well, first of all 
there are various drugs listed on the left-hand side 
of the page. 

THE COMMISSIONER: Have you got that 


yet? 


Newer iva sorry, Mr. Commissioner, 


THE COMMISSIONER: LOQis vain ra onts, 
Carey ar: 

MSc CROonke.. O@ There “is an indication 
on the back of “the oage, Ipr. Ellis, of various drugs, 
a listing. on various crecs including digoxin? 

A. ies = 

Q. And there is a category as well 
indicating the therapeutic range for various drugs? 


A. Correct. 
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Os And as well there is an 
indication of optimal sample time for various 
drugs? 

A. eS. 

Oo And a column as well for 
interacting drugs with the drug listed on the 
left-hand side of the page? 

A. Yes. 

Or, Coulg#you read straight 
across with respect to the drug digoxin and tell me 
first what the indication is for optimal sample 
time? 

A. Yeon  Tnis'1si Che trough 
prior to the next dose. In other words, before 
giving the next dose you would take a sample. 

Cie And there is ag indication 
On that* form as co how many -nours prior to the last 
dose that sample should be taken? 

A. No. 

On In terms of the practice in 
your laboratory, would one have to have reference 
to the handbook in that regard to know the 
appropriate time prior to the last dose for the 


taking of the sample? 


A. NOtareally, no. 
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G. So there is nothing in the 
face of this form that indicates when that sample 


should be taken save prior to the last dose? 


A. Pele ho <— 7 

Or The last dose? 

A. The next dose. 

Ox Right. And secondly, sir, 


what is the indication on the form beside 


digoxin for interacting drugs? 


A. Quinidine. 


©; And, similarly, what is the 
indication of the therapeutic range beside the 
drug digoxin? 

A. Srtthis Pere cron it is 
1.0 to 2.5 nanomoles per litre. 

OF That is a different form of 
measurement than we have heard about previously, 


Dr. Ellis. My understanding is that the system 


of measurement changed this year. Is that correct? 
A. Yee, chat 12s’ correct. 
Q. Can you tell us when levels 


began to be measured in nanomoles per millilitre (sic) 
as opposed to nanograms? 


A. April 4. 
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= 
y oe Of this year? 
3 Bs TES. 
4 Or Perhaps it would be of 
: assistance -- 
THE COMMISSIONER: What are they 
. now measured in? 
‘ THE WITNESS: Nanomoles per litre. 
8 N-A-N-O-M-O-L-E-S. 
9 THE COMMISSIONER: What are 
10] . nanomoles? 
1 THE WitNnoos 2 anonolLe Ls  ten~to 
i the minus nine of a mole. It is a slightly 
different way of expressing concentration. 
: THE COMMISSIONER: Lt as SlLiontLy 
a different. Would it be somewhat equivalent to 
15 nanograms per millimetre? 
16 THE WITNESS: There is a conversion 
17 factor between the two. I believe if you take 
18 the value in nanograms per ml -- 
19 THE COMMISSIONER: Is there a good 
reason for having changed it from nanograms to 
nanomoles? 
21 
THE WITNESS: To conform to an 
oe international convention that is slowly moving 
23 across the face of the world and has not quite got 
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to the United States yet. 

THE COMMISSIONER: I see. All right. 

MS. CRONK hm. VO DOM take, it then, 
Dr’. Bi ass) thaw tp riworand rime lus ive of ‘the 
beginning of April of this year the measurement 
continued to be in nanograms per millilitre? 

A. Y@s. 

Or. And starting in April of 
this year it was switched to nanomoles per litre? 

A. Right. 

Gs And the therapeutic value in 
nanomoles per litre as expressed on the back of 
this form for: digoxiv ser .OMco:) 2 152 

A. nes. 

abs Can you in approximate terms 
equate that for us to a nanogram measurement? 

A. Approximately 2.0 nanomgrams 
per ml. 

Q. Which end of it, the 2.5 
nanomoles per litre - which end of it is the 2.0 
nanograms? 

Ni The 2.5 nanomoles per litre. 

3 PAS Would: agki vow) sir, *to 
look briefly at the back of Exhibit 15B which is 


the first requisition form introduced with the 
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therapeutic drug monitoring programs -- 

A. Mianic CVO. 

Ox == Can you tell me, Dr. 
Ellis, what therapeutic range is indicated on that 


form for didoxin? 


A. 2.0 micrograms per litre. 
OQ: Porm icLgoxin? 
A. Mec ie) CO. 2.0, micrograms 


per litre. 

THE COMMISSIONER: Where is that? 

Mow CRO oorry . srr, T. think wou 
now have Exhibit) t5c. 

THEMCOMMIGCS LONER: AL] xight, thank 
you. 

MS.) RONKS))-Oms And isimilarly, on 
the original foxm, used in the therapeutic 
drug monitoring program,what is the indication 


of interacting drugs for the drug digoxin? 


A. Quinidine is given. 

O The same as on the revised 
form? 

Avie yes. 

Os What is the indication for 


optimal sample time? 


A. Tie «rough prior. to) the next 
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dose. 

On And that is the same 
indication that is contained on the current form? 

A. Mivaw, te icOLLect. 

On Can you nelp us, Dr, ELlirs, 
with respect to the therapeutic range indicated on 
the original requisition form? How does that 


relate to nanograms per millilitre,or can it be 


related? 
A. On the original requisition? 
Or Mesmmelne. 4. oto, 2.0% 
A. Microurams per Ittre ss” THis “1s 


the same aS nanograms per ml. 

O- SO the range there is stated 
then to be 0¢38 “072.02 

1 Nes. 

0: Can you*help*me, Dr. Ellis, 
because’ thateralge ee, 2 the context of, the 
extract from the resident's handbook that we 
discussed this’ morning,a” different range. Can“you 
help me, or do you have any knowledge as to why 
a therapeutic range on a requisition form was 
Staetea cor be vat 0. eeLo 2.0 range, when the 
therapeutic range indicated in the handbook is 


a different range? 
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ie eck that. tae trough prior 
to the next dose in most patients of the hospital 
would probably be about 12 hours, so there is a 
slight difference in terms of when the blood is 
taken. One would expect the level to be slightly 
lower at 12 hours, compared with six to eight hours. 

THE COMMISSIONER: Excuse me, I'm 
lost somewhere. Where is this reference that you 
are making to -- 

MS...CRONK: Oni-the first requisition 
£Omm,, 1 iMemotesuremmia a you nave it in front of you,’ 
Sir, because £ belaeve Dr. sb biits has it, the: first 
one used in the therapeutic drug monitoring program, 
Op dad Bl eileen ayaa 

THE -COMMLSSIONER: Oh, see, it is 
the difference between 15B and 15C. Is that Liank: 

Moe rCrhONiG eaNoy SLY. cit is the 
difference between 15B, 0.8 to 2.0 as a 
therapeutic range for digoxin and the therapeutic 
reference value set out in the Residents' Handbook 
which we referred to earlier. 

oF Pontuare it then, Dr. Ellis, 
from what you have just said that,in your view, the 
indication for the optimal sample time contained in 


this form is an indication that the sample should 
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be taken in the 12th hour before the new digoxin 
is administered? 

A. There would be a period of 
time, yes, before the next dose,which would 
approximate 12 hours after the previous dose in 
many patients. 

O- That would compare or 
contrast with taking the sample six to eight hours 
after the last dose as is suggested in the 
Residents’ Handbook? 

A. There would be a difference 
there, yes: 

or Would that account, if the 
sample was taken immediately prior to the 
administration of the next dose, would that account 
for the lower therapeutic range that is indicated 
on the back of this requisition form? 

A. Pein eNeDayt,<seos.,. but 
also as I did qualify in the Residents' Handbook 
I think some authorities prefer a level of 2.0 as 
Opposed 2.5 as being the level where perhaps 
toxicity starts to,occur, and .d«think that perhaps 
those references were even more weight than the | 
references that I had consulted earlier on. 


Q. J. See.) but. for. yourepurposes, 
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sir, during the July 1980 to March 1981 period you 
were talking about a maximum 2.5 nanograms per 
millilitre as being a satisfactory level. Is that 
COrrecu? 

As Witdeawl! the qualifiers, yes. 

MowGhonn me iankw you, !) lL have: no 
further qouesticns C2107, elias, Mr. Commissioner. 

THE COMMISSIONER: All right, thank 
you, Ms. Cronk. 

i quess the usual order —- Mr. Bogart? 

MR. BOGART: I understand that the 
hospital will be examining last on this one 
occasion, Sir: 

THE COMMISSIONER: , Yes. icakeeat 
that is what you would prefer to do. All rignt:. 
CROSS -EXAMINATION BY os. BOGART: 

Oe DEwwo vive... would Like«to 
begin my questions of you, if I may, witha 
question concerning the RIA test. Last Thursday 
in chief you said that the RIA that you perform : 
takes approximately two to two and a half hours. 
Have you got you right on that? 

A. Yes. 

OQ. You said that the quantity of 


serum or plasma that one would need to perform the 
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testeis 450 .microbaeEenss? 


A. 50, ayes; »for,.each tube. 
OF For each tube? 
A. And the assay is only done in 
duplicate. 
Q. Since:yyou do it in duplicate you 


normally require a hundred microlitres? 


A. Yes. 
Oi. Just one small question before 
we continue. At one point you said 50 microlitres 


‘and then you said 1/20th of one mml? 


A. One ml, one millilitre. 
O< That is an equivalent 


measurement, I take it, is it? 


A. Ves. 
Os Teo S0semicrolperes? 
A. Iwas Just trying to give 


some perspective. 

©. When we are talking about 50 
microlitres, we are talking about serum, right? 
What is the amount of whole blood that one requires 
in order to produce 50 microlitres of serum,or can 
you make that relationship? 

As Yes. This would depend on 


the amount of red cells in the blood that was taken. 
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You could approximately double that and that would 
be okay for many patients except for the very small 
infants? 

O.. Yes. 

A. So we're probably talking 
of 150 microlitres, thereabouts, to give yourself 
a certain amount of space between the serum and the 
red blood cells? 

Os Would the 150 microlitres of 
whole blood, would that then yield 50 microlitres or 
100 microlitres? 

A. It would yield, in most cases, 
50,.microlitves with aybit to. spare. 

OF SO,if you wanted to.-do ‘the 
RIA test once, andido titi duplicate, then, do. J 
understand that you would need 300 microlitres of 
whole blood? 

A. Yes, at least. 

(oy tai Misce try indse to, get. an 
idea of how much blood has to be drawn from the 
patient as opposed to the amount of serum that one 
requires to do these tests? © 

A. I believe we asked for .5 in 
the Residents' Handbook. 
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kriow, DU I “Vou wena cOomc neck sthat == 

A. If it is necessary to repeat 
any of these tests obviously the occasion may have 
gone if we have used all the plasma on the first 
assay SO we would ask for .S5°mills of clotted” blood 
or plasma. 

oy I see, yes. It is here on 
Ey Ceo BuULM thawte tres or clotted 
blood, "as “that the equivalene of 50 microlitres of 
serum? 

A. We are saying that if you 
give us 0.5 mills then we can be reasonably 
confident that you will get a result, even if we 
have to do it several times. 

Oe So that amount would allow 
you to do the test in duplicate, and it would allow 
you to do dilutions andethnaresortrof thing as well? 

Noor “ess 

QO Just moving on to dilutions, 
thougnyeibtvyou Getz, as Teunderstand it, if “you get 
a reading or if you got a reading over five in order 
to find out exactly how many nanograms were present 
inthe "blood, voushadeto tien doe a Sseries*oOf | 
dilutions and because you were expecting a finding 


somewhere approximately outside the therapeutic 
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range, etl PaCaimpucete that way, the next dilution 
that you usually went to was two in one. Is that 
raghte 

A. Yes. 

OF How does that work in terms 
of the amount of blood and the amount of dilutant - 
rather, the amount of plasma and the amount of 
ditucant? 

re We would take equal volumes 


of plasma and dilutant. 


©. foe. toe. 2 in. LP? 
A. Yes. 
Qe Ande Lorrthe wiain. 1, again 


you take equal amounts? 

A. No, you take one volume of 
the patient's plasma and two volumes Of a di lLutcant.. 

oF I see. That is what I am 
trying +0, getiat. When you do a 2 in 1 you use 
50 microlitres of the patient's plasma but then 
you use twice as much dilutant. Have I got that 
VLR e? 

A. You may take 50 microlitres, 
you may take 100, depending on how much plasma 
you have. 


Q. But you need at least 50 to do 
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the test, do you not? 

yhe To-do the test, the final 
volume, yes. 

OF piciire VOU, Want tO do Lt in 
duplicate, which you normally do, then you would 
need 100 microlitres? 

A. eS. 

Q.- That would be the case whether 
you were doing the so-called neat or you were doing 
a diluerony 

A. Yes. 

OF In other words, every time 


you need ECrdon one Or these sktAs whether 1t is 


NeAtsOr lit Onn Ools Need 00s er you want tO do 
Lt in dupiicate — 1.00 -microlitres: of bloed? 

A. Yes. 

Or 100 microlitres of plasma, 


excuse me, which is approximately 300 microlitres 


of whole blood? 
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Poe Depending on the amount of 
red cells, yes. 

©, SS Oz LE woud yarviay Butwtihat 
is a close approximation? 

A. Yess 

ce Okay. 

Now then, just in terms of the 
dilution thateyoushave told sauseabout,youchavestold 
us that it takes you two to two and-a-half hours 
to do your RIA Gest. What about the dilutions? 
Does it take the same amount of time or is the time 
ditfenentrberweenleuneseiRPiAytest andsaan RIA test 
done on a dilutdion? 

A. This depends how you came to 
make the dilution. If you assay the sample and 
then you come to a result that is. greater than 5 
and then you have to start over again, then it is 


going to take longer. If somebody comes along -- 


oe Excuse me. Longer than two to 


two and-a-half hours? 

A. Well, you're going to have to 
repeat it again. 

Ox Well, that's what I am trying 
tongetuel.wbpityoulhavettonrepeatl itceagaingsdosyou 


have to go through all the same steps as the neat 
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As Yes. 


‘oe SO, 2.0 .OLNer words,, If. you 


did them one after the other and you did a neat and 


then you did one to two dilutions, you would take 


about five hours? 


that the value 


day, you would 


to Contirmsthe 


dilvetion, would 


is possible to 


A i eae aR 


simultaneously. 


A. Yes. Or you would conclude 
Woes tiuGiieas ta Treculivoft the first. test. 
Or Ves. 

A. And then, perhaps the next 
analyze that sample on a dilution 
value that you had obtained. 

Oz Ragihe. And that confirmatory 
take two. Co. two, and-a-half hours? 

A. NASTSY 

Ore bub, aso). understand. it,.it 


do the dilutions consecutively, is 


A. Simultaneously, do you mean? 
oF IMMnReSOrey ,. VOU re. quite right, 
A. Yes. If somebody comes along 


and says, we expect this value to be high; we're 


concerned about this patient, will you please assay 


Tier rite Gee Onl 


dilution as well as neat, then we 


J set. 
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Grsex. ((Bogadst) 
SOW dosent. 
el. Yes. 
A. And it would be just like 


handling an extra sample. 

O- Yes.. 

So, assuming, for example, that there 
was enough sample, somebody could come to you and 
say, well, we think that we're going to be outside 
the therapeutic range here; so do the neat, the 1 and 
2nend sohewls and oe. Ome x<anipibe, sand. you could do- all 


of those three tests simultaneously? 


A. ionthere is) indication ‘to do 
thaw, ves. 

‘om Vesca a Avblaar toh. 

A. ismigqne also add that, if there 


was indication to do that, then probably the dose 
would have been withheld, the dose of digoxin would 


have been withheld. 


O% Ae aha te DOL. 
A. Yes. 
OQ. Yes. Well, that's because, 


I suppose, people would be, because they are sus- 
picious that the reading is going to be outside the 
therapeutic range, they would have, at that point, 


withheld ~- given instruction to withhold the digoxin. 
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Is that the point you're making? 


A‘ ee. 
Q. MGS 
A. But it also means the urgency 


with which you perform the test, whether it's two 
hoursy*threée and=a=half*or* four or five, is not a 
major one, because the digoxin is being withheld. 

Ov In the sense that the baby 
will no longer be given any more digoxin until you 
have learned the results of the test? 

AY Yes. 

OX Okay. 

Now then, you have told us about the 
standards that you used, and they were from Corning 
Medical, as I understand? 

As Yes 

O: You told Miss Cronk that the 
Corning Medical standards, their highest standard 


that was supplied to you was 5.0 nanograms per ml. 


As Yes: 

O% Haver l©gote“ that: right? 

ne Yves‘ 

Q. But that, at some point, you 


adjusted the standard from 5.0 down to 4.7, 4.8. 


A. Yes. 
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Su.ex. (Bogart) 
“1 
y) Oy Now, you said that you did 
3 that at some point during the period that was the 
A FOCUS” OL Mass Cronk 4s questioning of* you; that 1s, 
Dilly 929 BON ror March oor. 
>| A. Yeo. My LeECOLLectLon is that 
| that was the time when this was done. 
7 Or Yes. -€an you just help me 
8 by being any more specific in terms of the time when 
9 these standards were adjusted during that period, 
10 JULY L900 CO MaDeine Wo om... 
x4 A. NOt wlrthout consulting the 
| books” that I~ think are in police hands, our record 
5 books. 
13 
| 0; The record books? 
it ras Yes: 
15 oe Well, I assume that you are 
16 Going oO. be back) sure rs. 
| ie Yess “I mean; LS” this"a major 
18 concern Of yours? 
3 le Werle Tt miugnt be. 
jaws Well, could you explain why 
| and, then, I could perhaps give you an explanation. 
- te Well, why don’t you tell me, in 
22|| terms of my explaining, why you did it. 
23 | A. Why we did it? 
24 
25 
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? 


©. wes’. 

A. Basically, because, as part of 
the quality control review, you analyze various 
quality control samples, as I indicated, and when we 
received a new lot number of standards from Corning 
Medical, we noted some change in the quality control 
values that we were obtaining. 

Ov Yes. 

ie And this was confirmed by 
further quality contromt testing. «After ajperiod of 
time, when we were satisfied that this was what 
appeared to be happening, we elected to adopt sidaniay 
modi¢tiaed.values, 4,.7,-4.08, instead of 5.0, and a 
corresponding change to the other standards, too, 
iD,Onde aitOwput our quality control values back. to 
the mean value that they should beat. 

In other words, we assigned a value 
to the standards according to the quality control 
results that we were obtaining using them. 

O. Did you assign different 


values to any of the other standards? 


A. To any of the other standards? 
Oo ELOM. COonning, 
A: You mean in terms of thyroxine, 


for example? 
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On Roy NOs snl LnsoOrcvypaswel re 


talking only now about digoxin for the purposes of 
these questions. 
For example, as I understand it, 


another Standard world see.. 23s. 


A. oe 

Oy. NGyeeOs hee) HS the, One .y0uU 
adjusted. 

A. 5.0 was the one we adjusted. 

OF I'm sorry, 5.0 was the one 


you adjusted. I'm sorry. 

Did youwadj7ust ~any..of the other 
standards? 

A. I believe the 2.5 was adjusted 
down torabout, 222 

QO: And this was over a period of 
time, by examining the standards, you felt that they 
ought to be adjusted from a value other than what was 
ascribed to them by Corning Medical? 

A. Vee, tor that particular lot 
number of standards. 

You see, the basic thing is that 
Corning Medical standards are essentially designed 
tobe «used with Corning kits. 


©, Yes. 
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Aes So, there may be various 
matrix effects and various ‘slight differences, .and 
subtle di fierences abetween kits. -80 that, when you 
take those standards and use them in an alternative 
system, you Mayen wecmneget. a slight systematic 
error. For a number of years, we hadn't seen any 
of these problems but, when the lot number changed, 
we did start to notice them. 

Oi. Yes 

A. In fact, this was confirmed 
by subsequent lot numbers. 

QO. Well, in terms of when you did 
inp IGoctom, -can’ you telt me 1b you did it between 
December and March of 1981? 

THE COMMESS: LONER: December of 1980. 

re December of 1980. 

MR. BOGART: Q. December of 1980 
and March 1981. 

A. Chipandwpancan't say. I Just 
don't remember. 

0. Yes. 

BR. As I say, it was when our 
Quality Control indicated we should do it; then we 
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ertexs (Bogart) 


TC; it~ Pte rss possible ror-the next* time around, if 
you could check your records so you would know when 


that was done, please. 


A. Sule. 

OY Okay? 

A. sure. 

OF Thank you. 

Now, when Mr. Cimbura was here - and 


IT understand you were present for Mr. Cimbura's 


evidence? 

A. Yes. 

0" And for cross-examination as 
well? 

A. I believe so, yes. 

@* When Mr. Cimbura was here, he 


described in some detail the procedures that he used 


for his RIA test when he began his tests in 1981. 


Now, aS I understand from Mr. Cimbura, 


he used a kit from Beckman Company. 

A. resi. 

oO. In contrast, you seem to have 
put your test together yourself using different 
components from different people. Soy that) for 
example, we heard on Thursday that you acquired the 


standards from Corning Medical, the controls from 
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Ortho Company, the radioactive digoxin from New 
England Nuclear Company, the antibodies from Anti- 
bodies Incorporated, California, and so on and so 
forthe 

Now, is there any reason why you 
put your test together@fas opposed (toMacquiring a 
commercially available kit? 

A. teehbink Lt indicated that I 
came to Toronto in 1976 and that this method had 
been in userinnlo7S.and  iethink I indicated’ that it 
had been evaluated and various kits had been looked 
at rita weh mak tan 19.714 Poacecording “to Imy cao teeteds 
from Dr. Cherian. So, we have to consider what 
kits were available at that particular time. 

oy. Yes. 

A. Many of the kits, as far as I'm 


aware, took quite a lot of serum sample. 


@. We're talking '74/'75 now? 

A. Mes otithatbis tratghty 

‘OF Okay. Thank you. 

A. So, there was the question of 


sample volume, the question of what was in use around 
the city, and I think that, essentially, our system 
was in use at the Toronto General for a number of 


years and we essentially adopted their method because 
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the Toronto General were really very satisfied with 
the way that that method was working. 
©; When you say "method", this 


amalganation, as it were? 


A. Yes ,ethetés . correct. 

Os That you told Miss Cronk about 
on Thursday? 

A. NKETENS 

Q. That came from Toronto General, 


that is your understanding? 

As TMithank, essentiaLly ,+- that 
particular method did come from the Toronto Ceger ain 
that \s 1,2¢Gnt. They had had a number of satisfactory 


years with that. 


D.. A Mihwaights: So;pthatsss in 
VAved 52 

1Ne Mos. 

0. Subsequent to this, did you, 


yourself, make any evaluation of the commercially 
available kits? 

A. Yes. We were getting quite a 
number of kits from Corning Medical at around 1978/ 
IRS W fe 

Ries Well, just so I understand 


this, J take it Corning Medical has a kit as well? 
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A. Ageomplete. kit, yes, 
©; Okay. 
ie And it seemed reasonable at 


that, particular. time to evaluate their kit because 
this would assist us with purchasing, we would just 
order several kits from that company and it would 
be easy to do that. So, we did look at that parti- 
Gulla tise wate ee nes 

We also looked at a clinical assays 
Ke. Actually, what happened was that we had to 
modify the Corning kit because it required too much 
sample. 

Ce Can you just remember how much 
sample? 

A. I think it was about 200 micro- 


litres of serum was recommended for a single tube. 


Ss For a single tube? 
Le 1esS., 
QO. SO ouOrher “words ,.~1 f you 


wanted to do it in duplicate, you need 400 microlitfres 
A. I think that was the position. 
ie So, that requires about 100 
microlittes.more than, your, RIA? 
A. LCS. 


Q. Or the test that you performed? 


G13 


| 
| 


ANGUS, STONEHOUSE & CO. LTD. Bllis POD? 


TORONTO, ONTARIO 


er.ex. (Bogart) 


A. 100 microlitres more? 

Oe Well, I thought you said 
that you needed 300 microlitres of whole blood to 
do the test in duparcace. 

re Pidn t | say 200 microlitres 
for each single ttlbe for Corning? 

OF ves, for Corning, ves. 

A. Tage cerront, which is’ 400 


Microliters oO serum. 


Q. wes, nat S rignit. 

A. Okay. 

Q. Okay. 

A. So, we're talking about a mil 


OF Just .OVveCeae ml OL wolOood, 

O- Rigiit. All I'm saying is 
that that was more and, as I medeeetand from what 
you have told me earlier, that was 100 microlitres 
more than what would be required using your RIA test. 

A. NO tts Lou microliters, Der 
tube more, isn't it, which makes it 300 microlitres 
more, doesn't it? It requires more serum, okay. 

Oe Okay. momo sorry. ‘0. EhOugnt 
you were talking whole blood. Are we talking serum? 

A. Well, I was talking serum. 


O. Okay. Pr SOLe ys 
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4] 
ll 
G14 2 Rs Okay. SO, more serum, or 
3 | more blood, was required. We elected, in fact, 
4| CO’ OO" OVer) cOFCOLiing Meorcal™-al “that “particular 
stage because we modified it to use, I think, 50 
= 
1 microliters. The only problem was when we intro- 
6 
duced it; the assay did not perform as well as we 
q had expected in routine use. So, we moved back 
8 to our mixed™method, Tf’ you like. 
es 
9 Of Yes. 
10 / A. I believe also that Dr. Soldin 
¥. has evaluated the clinical assays kit, again, a 
subsequent one, a few years later, and also a kit 
i 
from Serono Diagnostics, S-e-r-o-n-o. I don't know 
13 
of any others that he has evaluated. Well, OL 
4 
. course, he's evaluated the Abbott TDX system, and 
15 he will be discussing that with you later. 
16 | Oe Yes. 
17 | RX. So that this method has been 
18 compared with a number of others. 
19 Os Did you ever compare it with 
Beckman? 
20 
ye No, we didn't, no. 
21 
OF I see. 
22 || 
Now, I realize that, on Thursday, you 
a al said you had no experience running RIA assays for 
24 | 
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digoxin with Beckman, using the Beckman kit. You 
have just told me now that neither you nor anyone 

else of whom you are aware ever tested the Beckman 
rast, But bearing thet in mind, I would Like to 

ask you some questions about the apparent difference 
between the length of time it takes to do your RIA 
assay and the length of time that it takes Mr. Cimbura 


to run Ais Beckman test. 
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His evidence, tasaieunderstoed Pt, was°that Lt 

takes from a day and a half to two days to run his 
RIA test for serum. His evidence was also that it 
takes longer for tissue, but let's ignore that 
difference, because as I understand it you only did 
RIA on tissue a couple of times, and as I understood 
you on Thursday to say it was with quite equivocal 
results, so you never did much RIA on tissue. So 
let us just talk serum. 

THE COMMISSIONER: piwonder ~1f *I 
could interrupt now, I think we might take a break. 
This, once again, I don't know that while it might 
bé*of “inportance "the «fact "that “one “procédure “takes 
longer than another, I don't know. This-again'; 
Did EDLs piel don tacknowel £ vow twant “to. discuss’ this 
privately with Mr. Bogart? These Ave the matters 
that I would hope that with sort of prior discussion 
you "could™get  outewot “the way >o\Unless it “1s’‘a ‘matter 
of importance I don't see the importance yet, but 
there may be an importance. 

MR. BOGART: Well I am simply 
intending to ask the witness whether --- 

THE COMMISSIONER: I know what you 
intend to ask hind) AMT am ‘really asking you*® 1s 


why you are asking him what is the vital importance 
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of whether it takes a longer or a short time. 

MR. BOGART: Because it may become 
important with respect to individual cases, sir. 

THESCOMMISSZONER: Yes, all right. 
I will have to leave it with'syou, because I just 
ask you to bear that in mind. Perhaps at the 
break perhaps you could pursue it directly with 
him. 

MRioSCOTT: Y itthink+Tewas away 
playing tennis at the time that counsel met with 
Dr. HEilis forvanenoupmandkanhnanre , 

THE COMMISSIONER: They met before 
he started giving his evidence which isn't of 
course such a good time. It is better after he has 
given some evidence and my hope was that some of 
these questions, and I don't want a be rude, but 
some of them which I would describe as Examination 
for Discovery questions we could get out of the 
way. 

MRE SCOUT Se riNam:surprised tat the 
description, would it be useful going on if the 
future meeting were to take place after the 
examination in-chief? 

THE COMMISSIONER: It would be very 


useful pothatone thestime Luessoild likeot ttontake 
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place. Would it be a good idea to have that 
meeting perhaps now? I know we have had one already, 
and Iréeally“donwt*knoews “it at* would shorten 

things “up E*wouldsbe warl* ror it. 

MR. BOGART: Well, I am --- 

THE COMMISSIONER: How long did you 
intend to pursue this? 

MRemBOCOR OS sole, L£ would like ‘to 
ask him one question about it and then I will move 
to another area’. 

THE COMMISSIONER: You prefaced your 
question with "I'm going to ask you a series of 
questions" and that triggered a certain alarm in 
me. 

MR. BOGART: Well if I said series, 
sir, I misspoke myself. | 

MR. “SCOT rawli- Le astvonlyhone 
question that seems to be a gamble we should 
promptly take. 

THE" COMMISSEONER:S89Uetrus try atyYout. 

MR. BOGART: If I had asked the 
question and he had given the answer we probably 
would have avoided a discussion. 

THE WITNESS: I was asked this 


question at our informal meeting, I don't know 
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whether you were present at that? 

MR. BOGART: 3 (O58 Dewould:justobike 
you to say on the record whether you can assist us 
about the discrepancies in the times for the tests. 
Now, Wf vou canst, aligyoumean’ saynasinosy FGryou 
Can) LT wouldesjust £ike yousto saymwhatrit iss 

DHE SCOMMESS TONER: *hAllerighty can 
you help us? 

THE WITNESS: Okay. Well, there 
may well be some explanations as to why the 
procedure takes longer. 

Firstly even with serum I understand 
On some occasions the Forensic Science laboratory 
does extract the serum, especially from postmortem 
samples. 

Secondly with respect to measuring 
the radioactivity of the samples later on, as I 
indicated at that meeting we have a machine which 
will measure 12 samples simultaneously. So that 
means in two minutes you get 12 answers. It may 
perhaps be that Mr. Cimbura has a machine which 
will only measure one sample simultaneously ata 
time, and so this will extend the time needed to 
measure the radioactivity. It may depend also 


on the size of batches that he does and on the 
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actual counting time involved. So there are 
technical reasons why it might well take longer. 

OF Could that potentially 
extend the time up to a day and a half to two days? 

A. If there is nonhurry for the 
results it may be best to put them on the gamma 
counter overnight and come back the next day and 
look at those results. 

Ol All right, I will take the 
matter up further with Mr. Cimbura. 

THE COMMISSIONER: Now we will take 


our soreak Lorelei minvees« 


-== Short. Recess. at..10%so.a.m. 
--—~- Upon Resuming at 10:50 a.m. 


THES COMMISSZTONER@:mtMrsebogart? 

MR. BOGART: Thank you Mr. 
Commissioner. 

O. Dri 7Hllis, in-chief, Ms. 
Cronk, last Thursday, asked you whether the 
manufacturer of the antibody, which as I understand 
Lt is Antibody Incwsge testede forhcertainvdrugs, and 
I believe I have got this right that she asked you 


about Quinidine, propanelol and furosimide. Are 
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you with me? 

Ae Yes’. 

De And my understanding is that 
your answer was you didn't know. 

A. Whether the manufacturer had 


tested those individual drugs? 


O€ Yes. 
A. That is correct, yes. 
Ox I would just like to ask you 


about some other drugs. Can you tell me whether 


or not, to your knowledge, the manufacturer tested 


for them. Lanatoside --- 
A. Can I just clarify one issue? 
©.. Yes. 
A. There are two different kinds 


of interference from what I tindersdanda One 
interference is the analytical interference in the 
assay with substances that are similar to digoxin, 
perhaps, if we use that expression. 

QO. Yes? 

A. The other interference is a 
kind of physiological interference which results 
in an increased digoxin level which is really a 
true digoxin level. In other words you may give 


a patient a drug and that patient as a result of 
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that drug adminiastivatciong@ewaiich-1is not digoxin, 
the digoxin metabolism may be impaired and the 
digoxin level, the true digoxin level may rise. 

Q. Yes. 

A. And so I think there are two 
different groups of drugs and you seem to have mixed 
thosestwoegrouns of drugs together. 

©. No, I was - as I understood 
it Ms. Cronk asked you about those three drugs and 


whether the manufacturer tested for them or not. 


A. Yes. 

Q. And your answere was you 
don't know. 

A Cornrect, but heewould <notcbhe 


able to test for them because their effect is on 
the body and it's handling of true drdosi we DEALS 
not an in vitro effect whereby you add the drug to 
the test tube and.you téesttforcit: 

OF So in other words what you 
are saying is not only did he not test, but he 
couldn't have tested for them? 

A. There would have been no 
indication for him to test a number of the substances 
you mention. 

OF Well I mentioned quinidine, 


propanelol and furosimide? 
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A. Yes. 
OF How about lanatoside C? 
A. I don't have any information 


as to whether he tested for those or not. 


QO. Deslinocide? 

A. No. I have no information on 
that either. 

oO: Digoxigenin, please help me 


with the pronunciation. 


A. Yes, I have no information 
ohetha ty 

O£ Acetyl-digoxin? 

A. I don't even know whether 


that was (a) available; or (b) had been marketed in 
1972, 1974 when these things were being tested. 

Q. You are referring to the last 
named drug that I mentioned? 

a Acetyl-digoxin, yes, I don't 
knowy 2fentias in wee aneOntario, right ‘now, is it? 

: fam) sorrsyia "manotyablesto 
help you with that. I am just asking you whether 
you know whether the manufacturer tested for these 
drugs. 

As I understand Mr. Cimbura's evidence 


the drugs that I have just named are substances which 
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are chemically similar to digoxin? 

A. Some of the substances you 
just mentioned are, yes. 

O64 And so far as you know the 
manufacturer did not test for these drugs? 

A. He has given no indication 
of Ehat. 

Q. Thank you. Now then, Ms. 
Cronk continued to ask you. about the RIA, asked you 
about several known factors with respect to the RIA 
tests you were running and with which you agreed in 
terms of their effects of the RIA. 

The first one was that the RIA test 
was intended to encourage reactivity of the digoxin 
to the antibody you were using? 

A. I am sorry, could you repeat 
that? 

OF Well perhaps if you have got 
a transcript 16 may assist you. 

A. Well, could you just read the 
sentence you are referring to? 

On Sure. Yes, the first one was: 

" ... it was intended to encourage 
the reactivity of digoxin to the 


antibody that you were using..." 
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i] 
H-10 D 
THE COMMISSIONER: Excuse me, you 
3 are reading from what page? 
4| MR. BOGART: Well in fact I am --- 
[- THE COMMISSIONER: All right, have 
6 VOU ‘Got. Pee 
MR. BOGART: Page 938-939 Your 
7 
Lordsnwp- 
8 
THE COMMISSIONER: 930? 
9 MR. BOGART: 938. 
10) - (oy This is a precis of what you 
11 were asked and I'm trying to speed this up, if 
12 there's any qualifications you want to make, please 
ado. 
A) 
| Ae What was your question again, 
14 
iam SOL. 
is 
O- I'm just suggesting to you 
she put that factor to you and you agreed with it? 
17 A. In the context that she put 
18 it to me? 
19 O% tee, nats LIGht. 
20 Page 938, sir, the bottom of the 
page, line 17. 
2 
A. Lean Sorry, . Nave: gol Lt, 
22 
yes. 
Ze 
Je She put that to you and your 
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answer was "Yes"? 


Diet Abilis ? 


(Bogart) 
A. Yes. 
O. I'm sorry, are you with me, 
A. Yes. 
Ot SoOrshenput that .first factor 


to you and your answer was "Yes"? 


Agreed? 


Was: 


A. Yes. 

Q. And then secondly she said: 
"...you were aware that digoxin 
by-products or metabolites might be 
produced which were of the kind which 
would react similarly, like digoxin, 


to the anitbody?" 


aN Yes. 


Or And then the third element 
"...aS you are aware that could 
react to your antibody were the 
drugs prescribed by the supplier of 
the antibody and you had information 
available to you from that supplier 
as to the likely degree of cross 


reactivity you might suspect from 
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those listed drugs." 

A. Mes ¢ 

Ot And then the fourth factor was 
that you had become aware in this Courtroom of 
the substance X, that is Dr. Seccombe's evidence. 

THESCOMMISSTONER§T@eYes; Iothink Dr. 
Ellis --- 

THE WITNESS: Was that a question? 

Me «-BOGART2enOoOVeYes)}xItmnsoury;, 
Sir, I just wish to refer him to his evidence. 
As I understand it Ms. Cronk then asked you, given 
those factors, and this is On page 40, were you so 
sure that what you were measuring at any time was 
pure digoxin? 

A. We were sure that anything 
we were measuring at any given time was digoxin? 

OF Puresdigoxini pageh 940a¢, It 
is your answer to the question that I want to ask 
you questions about. 

A. I see. 

THE COMMISSIONER: The question is 
how was he so sure? How was he sure? 

MR. BOGART: Yes. The answer he 
gave --- 


THE COMMISSIONER: What is the 
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ANGUS, STONEHOUSE & CO. LTD. Bilisae, er.ex. 1042 
TORONTO, ONTARIO (Bogart) 


question, I am lost? 
Mie BOGART :haOn Sarg qgcanateagqust 
state what the answer is that he gave on page 940, 
he said: 
"Simply because I believe that the 
majority of the reading that we 
producertiis digoxin." 


This@iseparcicularly inethencasecof : 


a omedew Ldnentover.sixemenths vofxage.” 


Page 940. 
A. Yes. 


©: Now so I understand it, with 
children over six months of age it is your Roateron 
that you could be confident that the majority of 
the reading was made up of digoxin? 

A. That would be my assertion on 
the basis -- do you wish me to go through that, is 
that what you are asking me? 

ce Yes. 

A. Basically an animal was 
injected with a derivative of digoxin some years 
ago and it produced certain antibodies that bound 
digoxin, the manufacturer assures me, with high 
specificity. That anti-serum and that antibody 


and that method has been used since 1975 onwards. 


ide ai : i rk 
ey 


‘= wr I 65 oe te iS a. ee Ti! som ae eas: 
be tn is a Pe 
4 O82 spend Syep eA feylo® aL) "owe a baits itech’ x 


: y bat | (ae ve eh, 


Dall : ; ’ f i hs i NY wu by a aie of, 
he j - 
4 tied t, parbosd yfgure" 
~ 4 i 

f oy [ | 
Aad ul 

‘| i 
1 hot ; } ont So yak woe em 
{ AG e? vie hae auf Snu? y gy 


” . : ) : ; i ’ © . ta i ri ds oe © * at 
é One? “PE 
t ! of } 
ty a 
A ‘ere. ai I , 1 , wha re 
é al " i oi ‘ , i ri, f 
\ » . “ v ; 
noksizoa twow-ad. 4 B lo edanom ake) tevo. OF lites ite uh eee 7 
a : ui ee 
| ny 
i ae ond 2Yett tDoseblLines om ' ff OS MOR $5 ‘ae i oe yn 
pTikxon.b Joa.du ebsm 2pw pais Si ond! x on - ae 
A . oh ; 
) 10 Ls 1 ; : ¥ Ud fe  ° -# oe 


t ’ i}, Boh 
i 


Tem palags S16 oy 2 6idw dede 5 Wi 


¢ 7 a 
od i ba 
% 7 ¢ Gare * >A) vy i ‘ J 

ri F 
1 e on - : - F f i i\| 
: . * 4 a : Py AMG © at Ad b 
| at ee bors ‘al ae. C cae & o> eR ba ed ie wie ip ; ‘ 
BbY Dem Li TL vf BOL 2 Ber ¢ 7% iy We ' 


“t6ey: omoe oixopLb, 20 avidavt 195) 6 asiw bexostad 
I i tee <a 
bavod tsd) esibodisas, missied | booub DOA | 24 “i 


by’, Ma 


~) ee Set Ad Ee ont dexuesa 2950 geosiuesm ony nixop 


aN _ AY wey i" ihe * 
. ¥Ybodisns 4 rid, brs mursoe- tne sat An 
2 ee iu i Te al : ' ’ 


me 
‘abit bo 


Aan 


+ abt BwHO ater! eonie anu caps 


( OT al 


-14 


24 


25 


ANGUS, STONEHOUSE & CO. LTD. Bases) ) Cr.ex. 1043 
TORONTO, ONTARIO (Bogart) 


Independent quality control assessment has been 
made of that assay and we have had no reason to 
believe that what we and other people have been 
reporting as digoxin is anything other than digoxin. 
With the limitations that any radioimmunoassay has 
in that we would report thyroxin, for example, as 
a hormone measured by the thyroid gland and we 
would recognize that certain other constituents of 
the blood plasma might contribute to that thyroxin 
reading. Digoxin was no different from that in 
our view at that time. 

Oy And that answer is in respect 
of children over six months of age. What about 
children under six months of age? 

A. In respect of children under 
six months of age, specifically under two months of 
age, I think we have to view these results with 
Caution in the light of the information:given by 
Dr. Seccombe and others, and also found by ourselves 


at, the, ‘Hospital. 
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wn mantis, Came | BOG AELS 1044 
Or Pardon me? 
AY In the light of observations 


that we had made in the hospital ourselves. 


O% And what are those observations? 

A. These are the ones that I 
indicated. 

OZ On Thursday, the one about 


if you monitored the child -- 

A. Who has not been treated - 
several children who were not being treated with 
digoxin in 1982 on Ward 7F and values I think as 
high as 1.3 were obtained in -one child. The majority 
were under .5. There were one or two at .6 or .8 
or thereabouts. 

Oy Yes. 

A. Ssorthatc kind: of* tkes®inPin 
retrospect with these other observations that other 
people have made. 

Ox I believe also you mentioned 
something about the clinical symptoms of the children, 
that there are instances where you reported higher 
readings to the floor of digoxin and they were not 
particularly disturbed by that simply because they 
were monitoring the child very closely. 


A. Yes. 
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(Bogart) 


QO. So that in those instances it 
would be the clinical symptoms of the child that 
would be viewed, in substance, more important than 
the actual digoxin readings that you have found. 

Ae They would have to make a 
decision as to whether they took the digoxin reading 
totally as it appeared? Perhaps they would) Lower 
the values and it might in fact prove that the 
child's clinical condition deteriorated so they had 
to raise the amount of digoxin again a little. 

QF At page 941, you are really 
amplifying your response to Miss Cronk,and at line 
Loptyeursayve 

"So I think we have some kind of, 

admittedly a little bit tenuous, 

endica@eion: thateforsclinicalnpurposes 
furosemide -- " 

We are talking here about furosemide. 

Wecondeal) chesother drugs used. in 
the hospital don't have a major 
Significant effect on the result that 
we produce. I think that is shown 
in the literature as well." 

Can you just tell me what literature 


you ,are.. referring. to? 
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(Bogart) 
A. You mean specifically? 
Ons Yes, if you can recollect 
specific articles? 
AE I cannot recollect specific 


ones just off the cuff but I can obtain those if 
you want them. 

os If you have them, I think that 
might be very useful. 

THE COMMISSIONER: ThatpaAiSasore of 
Silargelorder;,, is Lesnot? 

MR. BOGART: Except that the only 
thang, wsir, is, #thasphisitherbasis of -hiswxresponse 
that furosemide -- 

THE COMMISSIONER: I understand 
thaw. 

MR. BOGART: Son 1) would:+thankithat 
it would be appropriate to be able to inquire into 
the basis for his conclusion, and the basis for his 
conclusion -- 

THE COMMISSIONER: The basis for 
his conclusion, I think,is his experience. 

MR. BOGART: But that is not what 
hes saidsy six 

THE COMMISSIONER: Aldermvehti, sorry. 


Yes; Mri.) Scoetr? 
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' co. LTD, ° 
EEG cane Bllis, cr.ex. 
(Bogart) 
MR, BCOLT: Perhaps we could provide 


him with the notes of where the literature could be 
found. Would that be easier, Doctor? 

THE COMMISSIONER: I would think 
perhaps a reference to all of the literature, but 
I really think a specific question would be better 
than please give me the whole basis of your informa- 
tion on this. That is an impossible to answer. 

If anyone were to present it to me, I could not 
answer it. 

MR. BOGART: IT appreciate that, 
and I would be sympathetic if that were the question, 
but that is not the question. 

THE COMMISSIONER: Ablaright. 

MR. BOGART: The question I am 
asking « hamytis what is in the literature that 
led himato believe Gthatvthere is a minimal ©*°SS> 
reaction between furosemide and any other -- 

THE COMMISSIONER: Le, isano veyust 
the literature, it is-his experience and that is 
what he is making quite clear. It is his experience 
and the experience of the hospital and the experience 
that vbheyiehaveyhad, with «the atest, that He is 
of“thesbelief® there Posies echepmajority, iparticularly 


with children over two months, is digoxin. 
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ANGUS, STONEHOUSE & CO. LTD, 4 
ede ONTARIO Ellis , CY.ex,. 
(Bogart) 
MR. BOGART: Over six months, I 


think was his answer. 

THE COMMISSIONER: He said over 
Six months but he has now said over two months. 
Now, what is your question? You want to know what 


studies he has made, what he has -- 


MR. BOGART: NOypASlree OnE museca, 
he referred --= 

THE COMMISSIONER: I have the 
reference here. He said it is also in the literature. 

MR. BOGART: ves’: 

THE COMMISSIONER: If you were to 


say my understanding of the law of contracts is X 
and then I were to ask you and what, pray, is your 
study of the law of contracts, you would have some 
trouble, would.you not, to tell me just what books 
you read. 

MR. BOGART: EMMY Onn, «OL. Cues tOD 
of my head. If on the other hand, sir, you were 
asking me about the doctrine of consideration, I 
might be able to give you some references fairly 
quickly. If he cannot give me references, that is 
all“vouPhaverto!do"is®, say not 

THE COMMISSIONER: ALL ei Gt “02 


not, Obviously, persuading you of anything. 
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pen ENOUEES Gene) Jets). cr-ex. 1049 
(Bogart) 

MR. BOGART: And perce. l dounot 

wish to take up your time unnecessarily. If you 


are saying to me that I cannot ask this question -- 

THE COMMISSIONER: I am not saying 
that you may not ask the question. All I'm doing 
iS tryingetokgebti yousto be a little bit more 
specific. 

However, Dr. Ellis, what can you do 
to, help us.outyvof.}this gquanhdry? 

THEPWITNESS: I can supply some 
literature. Do you have reason to believe that 
furosemide interferes with our assay at the Hosptial 
for! Sick» Chaldren? 

MR. BOGART: Yes, I may have 
reason to believe that. 

THE COMMISSIONER: If you have that 
reason, put it to him,because then he can deal with 
any specific question. 

Ifsyougcankisay, oh) page,so andaso 
of such and such a document it is stated that 
furosemide or some other substance will interfere 
with readings ofjdigoxin, | put ite toshim, by all 
means, because that is a question that he can 
answer. 


MR. BOGART: Sir 4. ao, now. come 
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ANGUS, STONEHOUSE & CO. LTD. x 
TORONTO, ONTARIO Ellis, 


OLR CK% 
(Bogart) 


here equipped with a battery of experts. I'm not 
going to give a speech about this but this point 
has come up again and again. There are several of 
us here without batteries of experts: and all we 
can do, at least one of the main things that we can 
do, is test the witness. 

THE COMMISSIONER: Prado not want 
YOu Ode parancldsaneoutcythis; Mr. «Bogart, I ‘really 
don"t: I am trying, tovgetyou-to do what)would, be 
most constructive for your own interest. 

MR. BOGART: Thank+VOu; shia 

THE COMMLSSTIONER: Because you 
won't impress me if you simply say to every witness, 
please tell me all the books that you have studied 
in order to reach this conclusion, because I will 
pay no attention to that kind of question. But 
when you start saying to him something that 
indicates that perhaps tthere is something wrong 
with what he is saying, then I will pay a great deal 
Ofsatuentionato wit. 


I am merely giving you, and I hope 


I am not being too patronizing, a lesson in advocacy. 


That is the way you get «a judge to pay some 
attention, give him some facts, something specific 


that he can hang onto. 
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ANGUS, STONEHOUSE & CO, LTD. BLS; Cr.ex. LO51L 


TORONTO, ONTARIO 


(Bogart) 
1 
2 
MR. BOGART: Well Weve, Lk chougit 
y we were here dealing at the general level -- 
THE COMMISSIONER: Well, I did not 
5| think that we were doing it at the general level. 
6 I was hoping that we were going to get specific 
7 because that is the way my mind, for what it is 
3 worth, tonctions. 
MR. BOGART: fam SOLCY; SLi. 
"| THE COMMISSIONER: I do not intend 
10) to write a competitive analysis of digoxin, and how 
11) you"go about" various tests. I do not” intend’ to 
12 | dG that: 2 intend to evaluate what has been done 
13 to determine whether it did’ or’did not produce 
14 readings that showed a toxic level either before 
15 or after death in the children. 
| Now, I would have thought that was 
GbViOUS. “Thateic what my sintention is, to find 
" that out. If the system that they used was no good, 
18) I want to hear about it; if the system was good, I 
19 want to hear about it; even if the system was 
20 mediocre, I want tCovnear about it’ but T° do not want 
4 to have to devise a system of my own that will 
7) De, Petter, because Ticannot do. it. 
33 MR. BOGART: Sir, I appreciate 
that. It is obvious that this question is not,in 
24 
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TORONTO, ONTARIO 


(Bogart) 
1 
2 
your judgment,an appropriate one. I think we should 
just move on. 
4 THE COMMISSIONER: All right. 
5 THE WITNESS: Could you perhaps 
6 give me the specific reference to your belief that 
7 furosemide interferes with our assay? 
3 MR. BOGART: The specific reference 
is this is a drug that has been mentioned several 
y times in the hearing already, and I would just like 
1g to know what the basis of it is. That was my 
Hy Original question,but we have now consumed 10 minutes, 
12 so let us just move on. 
13 Ov DreMbliis) aduringethe? period 
14 under discussion, July 1980 to March 1981, can you 
= tell us, did you ever take any of the tests you did 
tovyanyvothersplaceexetuding thebFrorensic.centre, 
2 for testing or retesting? 
iM A. Did I ever take? 
is Bis Yes, or anyone on your behalf? 
19 A. I believe in the preliminary 
20 trial evidence I indicated that one sample had been 
1 sent to Mount Sinai Hospital, and I'm aware of that 
97 sample. 
* O% And I believe during the 
Preliminary Inquiry, and the reference is your 
24 
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ANGUS, STONEHOUSE & CO. LTD. ; 
TORONTO, ONTARIO Eilis t 


Cr vex's 
(Bogart) 


evidence, Volume 12, you said you did that because 
on some occasions, and I am quoting here, these are 
your words -- 
Mea SCOTS Page, please? 
MR... BOGART: Page 20, Mr. SsCOce. 
Q. "...radioimmunoassays are subject 
to very unusual interferences and 
these happen on very, very rare 
occasions with some samples. We 
have not had experience with digoxin 
but with some analysis you can get a 
completely different answer by assaying 
the sample: using a different antibody 
and a different technique." 
I take it that that was the reason 
why you did send out the one sample to Mount Sinai? 
A. Yes. 
OF Because it was your suspicion, 
althougnryeurdidsnotaknow; kthatmatemightibelthat 
if you re-assayed the sample, using a different 
technique, you might get a different reading. 
AS We might get confirmation that 
it is high or we might get a totally normal answer. 
Q. That iswvightsasYouamight get 


confirmation of your result or you might get a 
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ANGUS, STONEHOUSE & CO. LTD. 4 
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(Bogart) 


different reading. 
A. oat, 2s, not, quite: what I. said, 


but I take yourmmpointe 


Od By using a different technique. 
A. Yes. 
OR, That was the point of sending 


out the sample, to subject it to a different technique 

A. Yes, and a different radioimmuno- 
assay, a different antibody and a different separation 
technique. 

OF Thank you very much. 

Then I just have one more area to 
question him on, sir, and that also concerns some 
of the evidence that you gave at the Preliminary 
LNOULTY 7 Dew His, “te relates to Miss. Cronk's 
questioning you on tests for digoxin that were done 
from Marehelosiato January of 1982. 

As I understand it, your. response 
to her on Thursday was that in March of 1981 there 
was what the Commissioner called a blanket examination 
of all children, at least the children in Wards 4A 
ang 4By for digoxin. 

A. For a short time, yes. 

MR.ASCOTT:: What page, please? 


MR. BOGART: The page, Mr. Scott, 
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Cr.ex. L055 
(Bogart) 


is 915 of Dr. Ellis' examination-in-chief and I am 
quoting the Commissioner. 

om So that was the first series 
of- tests) 4am lena ght? 

A, The firsti series of tests? 

Cn Yes, there were two tests that 


you told Miss’ Gronk aiboue: 


AG Two series of tests? 
Ow, Yes. 
AR Where children who had not been 


prescribed digoxin were tested? 

Or Yes, that is my understanding. 
The first was,in March 1981. 

A. I believe that to be the ca'se, 
yes. 

02: Well that is the answer you 
gave on Thursday. 

A. I cannot remember any previous 
occasions that would have been done. 

0; Piankevouyisiy. “Then “che 
second occasion was January 1982. 

Aue Yes. 

Ox That is the business on Ward 7F 
where there was indication of children who were not 


prescribed digoxin had nevertheless somewhat higher 
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readings of digoxin in their system. There is at 
least one instance where it was over one. 

A. Yes, there were some very 
Sick children who were being screened for a number 
of possible problems, including possible digoxin 
administration. 

Ons Poankevyouy, Sir. 

Tiewaictacwiucy. 1° i) having with: this, 
Dr. Ellis, is, as your evidence on Thursday relates 
to the evidence that you gave on the Preliminary 
Inquiry, because my understanding from reading the 
PreLiImanarys andulcys. Volume. 13) 1s that. — this 
begins on page 17, is that in fact there were two 
series of tests done that ran from March 1981 to 


February 1982. 


ANGUS, STONEHOUSE & CO. LTD. Eilis L057 


TORONTO, ONTARIO 
crrex.. (Bogart) 


MREASCOTT: Where is this, please? 

MR. BOGART: Mr. Scott, beqanning 
on page 17, Volume 13. 

A. Not, run from, on two separate 
occasions, March 1981 iand January 1982. 

MR. BOGART: ale Well, that's the 
cditmicnley i tm shavind, wor. Bliis,. because if you 
look at your evidence in Volume 13, beginning at 
pages 1/7, . endevyouw looky atthe dates, the dates run 
from March to:-February. 

MR pCOTr-s Could he Just have a moment 
to read it, Mr. Commissioner? 

MR.» BOGARD:, Of course. 

MR 4 oCOT. I think beginning here. 
Does that take you back? | 

THROWN oosssv es, “le think «so. 

You're talking about autopsy digoxin. 
Tiwasn't. 

MR. BOGART: OR Well, as I under- 
stand it, there are two categories of tests; one is 
autopsy readings and one is non-autopsy readings. 

Basically all’ tL want. to ask you, 
Dre Llio owe rots omeal |. whether in. fact the 
evidence that you gave, that I have understood the 


evidence that you gave in the preliminary inquiry 
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correctly; that, in fact, there were tests continu- 


ing from March 1981 through to February 1982. 


A. On autopsy samples. 
Os Well, and non-autopsy samples. 
A. Pats cane: up in relation to 


the lower limit of detection on the assay. I indicat= 
ed that, in most instances, patients who were being 
treated with digoxin would be the only ones that we 
would assay for digoxin in their plasma. I indicated 
that there were two instances on living, healthy 
patients where blood samples had been taken even 
though it was known that the patients had not been 
treated with digoxin. Those two occasions were in 
March of 19olrand Janvary of 1982. - In the meantime, 
there was an ongoing study of autopsy samples that 
were being taken as part of the police work. SO; 
this is additional, but these were autopsy samples 
as far as I'm aware, in the majority of cases anyway. 

OF Well, can I just refer you to 
page 17 of your evidence -- 

A. Right. 

Q. -- line 20, where the question 
is 

"These are not autopsy readings you 


are Giving us now?” 
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a ae No, aS far aS one can see, 
these samples have not originated in 
Pathology." 

And then you list twelve instances where there are 


readings in excess of 5. 


A. But those are patients who 
were well being treated with digoxin. What's the 
problem? 


O« Welw lookronopage 19, Dr. 
Ellis, -—page 19,Aldine, 20. ) 

BOX Just before we go on, could 

you indicate whether the baby was on 

digoxan, «Baby Gtoneo! 

BAC I have no record in our book 

as to whether these children were on 

dk goxsiniors notre" 

A. Tf,I could add in» parentheses, 
but I would assume that these children would be on 
digoxin because a digoxin level had been measured, 
and this was the usual practice. 

Q. Well, yes, I know, but that's 


what I would like to get clear. 


A. Well, I did say I have no 
secordtangour booki tid did saynthatetheachildrenowere 
not -- I have no record as to who treats the children 
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Wath O100KiN O1rwhotagierdosage, is in our Laboratory 
books. 
(Op Well, the thing is -- So, the 
answer that you can give me today is the answer that 
you gave at the preliminary inquiry; you simply don't 


have a record? 


©. So, you don't know whether 
these children were on digoxin or not? 

A. I eae that came out 
quite clearly at the preliminary inquiry. 

Oe Yes. Allo right; 

Can you - and you don't have ‘to do 
it today but, before you come back - review your 
evidence, Volume 13, from pages 17 to 35. 

THE COMMISSIONER: What is it there 
that specifically you want him to review? 

MR. BOGART: Sia eka wom Hain vbO 
do is review his evidence from pages 17 to 35 and 
ask him if, when he returns, there is anything in 
terms of his evidence which he wishes to qualify 
or amend. 

THE COMMISSIONER: Well, could you 
point to some specific point that you want him to 


qualify or amend that you think is wrong? Thatie 


A. Well,.that."s what I said, yes. 
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what's wrong with this line of examination. "Would 
you please go through all of your evidence and tell 
me if you want to change it" isn't really that 
helpful. You "car mask that kindof ‘question; «he 
can do it; sand Lemay cay; 216 nis answer is; no; and 
there should have been something he should have 
changed, I would pay absolutely no attention to it 
because you can't trap a man that way; you've got 
to point to what the particular feature is that you 
want to have clarified and ask him about it. 

MESeCOGART 2 “Well, sir, actually, £'m 
doing this because I thought this was going to 
SlioGrem, LEsUD. 

Der EPs, at the preliminary “inquiry, 
gave evidence about babies from March 1981 -- 

THE COMMISSIONER: Could we not just 
askr nam now LL?) inweact per tewasesor Jif} vin fact °s- 
I understand he has assumed that all of these 
children were prescribed digoxin. 

MRY*BOGARTS* *Well;*no;"L think he 
said that he -- 

THE COMMISSIONER: All the ante 
mortem tests were on children who were, except in 
these special examples that he has given. 


Now, if you have something to suggest 
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cr.ex. (Bogart) 


thatarhat i66n0t So,ecould you noteput,»thatequestion 
to hin? 

MR. BOGART: Sir, I have nothing to 
suggest that except what is in the transcript. 

THe COMMESSLONERS: “YeSioncAlLLirights 

MR. BOGART: And that is, he has no 
Lecord.oima t. 

THE COMMISSIONER: All right. 

MR. BOGART: Now, if he has anything 
different to addetocthat, si tm pang him an oppor- 
Lunaty stosdonso: 

MResSCOTTs Well, there is one other 
matter. This examination was stated to be an 
examination of the general testing methods -- 

THE COMMISSIONER: Yess 

MRewSGODT: --=,nthe+manner<in the 
Hospital, and my friend is now going right to another 
aspect of the case. Would it be appropriate to 
leave the matter over until, if it ever happens, 

Dr. Ellis is recalled to give evidence, and I will 
remind him to read pages 13 through 17 before he 


comes again -- 


THE COMMISSIONER: Yes ay ALlariaqnt: 
MRe SGOPRT: -- under my stern tutelage 
THE COMMISSIONER: ALLi rants heWelly 
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perhaps I should depend on you. The real problem 
is, if we leave too much over, we will end up, of 
course, having just as much cross-examination on this 
issue - this is the one issue we are to have - as 
we've already had. That is what I'm worried about. 

MR. BOGART: Well, sir -- 

THE COMMISSIONER: JdUuUsStiarnoment. 

Yes, Miss Cronk. 

MISS CRONKE Ponesophy } UMr le Bogart < 

Mr. Commissioner, this may be of 
some assistance and it may not but, in the hope that 
it will be, because of'the @vidence that Drv Ellis 
gave in chief last week concerning tests that were 
conducted on children who were known not to have 
received digoxin, that is a matter which I under- 
stood Dr. Ellis' evidence, those tests were conducted 
by opr ool cane Dr. Soldin will be here, I hope 
today, to commence his evidence in chief and, on that 
aSpectworvwrtee Gante *mortemvsampiling@®=fthat can be 
pursued throughabr. Soldin, 

It is also the intention of Commis- 
sionhGeunsel torcall either Dr: Soldin or the 
appropriate individual from the Hospital at a later 
date to talk about autopsy and post mortem testing 


results as particular tothe investigation, the time 
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er.ex. (Bogart) 


period that we're looking at. SoymMEnpthathcontext, 
there will be further evidence. 

THE COMMISSIONER: That will solve 
thetJanuary 2932 probiemin Ltedoesn't solverthe 
March problem. 

MR. BOGART: Weliy 2temay Acs; in 
this sense: Dee Edibismagon his preliminary inquiry, 
said that he was reading from a summary. 

O% ASB URGELSTARGILENODEa Ellis, 


you didn't do these tests? 


A. LreMarenntost? 

Or From March 1981 to February 
eIe2e 

A. But I have indicated they are 


two distinct occasions; one in March and one in 
January. 

O. But thiepustthetproblem. Tin 
having: If you look at the dates, sir, there are 


dates which extend throughout the year. 


A. Okay. 

O. You know, that's the problem 
Tit navn. 

MR, @SCOUD: Let him answer. He's 


going to tell you. 


MR. BOGART: Si10kay.Co]'m.sorry. 
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Gr.ex, (Bogart) 


1 

5 A. I think, at the preliminary 

3 inguiry, I was asked by either the Judge or the 

Defence Counsel to report on any abnormal digoxin 
that we had come across in the course of our routine 

: analysisufori digoxin fatt the, Hospital’ £ortSick 

| Children in the timeframe that you are discussing. 

7 O° MES. 

8 Ad I believe I protested on that 

9 || occasion that, by abnormal, what level should I 

10- take, and I think that some arbitrary decision as 

i" to 5 nangograms per ml was regarded as appropriate. 

As a result of that, on the evening 

6 of the - would it be the Tuesday or the Monday when 

x I gave evidence at court, TI went through one and-a-hal 

14 digoxin notebooks looking for values greater than 5. 

15 Or Yes. 

16 A. And I reported these to the 

17 preliminary inquiry. 

18 As I quite clearly stated, I have no 

A record of those in our book as to whether these 
children were on digoxin or not. 

a Now, do you have some indication that 

2 I had a record in our book that they were or they 

22 weren't? 
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ANGUS, STONEHOUSE & CO. LTD. ELLis 
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A. Okay. 

Ox That's why I'm asking you 
whether you have anything to add to your testimony 
and, moreover, if this is not an appropriate time 
to ask questions about these particular tests, or I 
should ask them of Dr. Soldin or anyone else, I'm 
eontent withethatpas well 

All I am saying is that you gave this 
evidence; we have it. SOmerot us¥may want! to ‘réfer 
toSere, Vand Pryustewant to give you. an opportunity 
to modify ptror*eorrect i sinvany way you wish %Go. 
Yousdortlinavettoldetit nowsl vou. can doci tusubse- 
quently. 

THE COMMISSIONER: Well, I think 
whatever he will do, he will do with the advice of 
counsel. 

So, if all of these assurances you've 
got are enough to move you on to the next subject, 

I would be happy. 

MR. BOGART: oie, Be eernoet Con Ly 
enough to move me on to another subject; it's enough 
to make me stop. Thank Syoeut 

THE COMMISSIONER: Very well. Thank 
you. 


Now, Mr. Strathy, we are going to 
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1 rise at 12:45. Do you want to -- 
2 PP Riserry; Larenyou next? 
3 MS. SYMES: Mr. Commissioner, I 
was going to ask, sir,/if I could be heard next,and 
: I could complete my quesitoning by 12:45. 
: THE COMMISSIONER: Yes. All right. 
6 Higyeusdentie finish by 12:45, then you will be 
7 speaking to an empty courtroom because we are 
8 Lisang at 12:457 
9 | MS. SYMES: Mr. Commissioner, I will 
10 speak very briefly. 
THE COMMISSIONER: Has anybody got 
: ancobyjectaionntol this? I take it you are agreeable? 
S MR." STRATHY -maThat!seofine withtme. 
= THE COMMISSIONER: All right. 
14 CROSS-EXAMINATION BY MS. SYMES: 
15 2 Dr. Ellis, you have told us 
16 and MrarBogartmtoday thatethe = Hospitalmfors Sick 
17 Children had essentially made its own kit and, in 
rr fact, I gather that the results from the Hospital for 
Sick Children kit for digoxin is as good or better 
fe as the kits available commercially? 
- A. I believe that to be the case. 
21 Q, And specifically, in comparison 
22 to, say, the Beckman kit, would you expect that there 
23 would be any differences in the results you get from 
24 
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1 

J12 y) the Hospital for Sick Children kit and the Beckman 
3 Katee 
4 A. I would have expected there 

to be slight differences, yes. 
: On Would those differences be 
Significant? 
7 ie What do you mean by "signi- 
8 FiCante? 
9 ©; Welly tacse of pallinon a 
10 therapeutic level, if you had done exactly the same 
1 test on a sample of blood using the Hospital for 
SickeChildrenskitvandson. EhesaBeckmani kit, wild you 

ts expect one to say "give no more digoxin" and the 
iy other to say "more digoxin*is appropriate"? 
1¢ A. There is always a certain 
15 amount of analytical error in any measurement. When 
16 you start to compare different measurements, dif- 
17 ferent kits, then the range can become quite wide, 
18 depending on the quality of the kit. IT have no 
is experience of the Beckman kit. 

OG. in’ terms of the, Hospital for 
ay Sack Children kit, wheats the ctandard:- deviations 
a A For what period are you 
22 concerned? 

23 (oe Well, let's take the time in 
24 
25 
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Guestronpewhichvis Jalyol9sorto March 1982. 


A. What level of digoxin do you 
WahGene CO == 

Ox Let's take within the thera- 
peutic range. 

A. In the therapeutic range, 


OLtChOVOUe lI ey CON tL Olney. uly. 


On That's fine. 

A. The claimed value with the 
qualifiers to thab was l.0. We obtained average 
Vesulusevover va iperleqdror.s0 days, or 1.3. Jtwo 


standard deviations were 0.28; in other words, one 
standard deviation as.0. 4) 

THE COMMISSIONER: Liiatraldeleceor & 
understand that. This is a deviation between what 
and what? 

MS. SYMES: Oi That, then 1s,. vou 
would expect that 95 per cent of the sample would 
be 'X'; that is, the mean minus 2 standard deviations 
to the mean plus 2 standard deviations; is that 
Correct? 

A. We would expect, if you gave 
us the same sample repeatedly on different days, 
then 95 per cent of the results that we would give 


you back would be within plus or minus 2 standard 
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deviations. This is an expression of the variability 
of the results that we would expect to give you 


back. 
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0. And you expect this in normal 
samples? 

THE COMMISSIONER: Can this be 
translated - what would the result be? 95 per cent 
YOU Saye 

Ti WEENESS:. Okays,..95.per ccent ,of 
the time the result would be expected to lie between 
Logi de3) aI daa) Saale. 

TUSREOMMISSTONER: HPs Be ey 


THe WITNESS ..iMenus of -28..and..1.b3 plus 


THE COMMISSIONER:,, I.don'"t understand 
the figure of 1.13, where does that come from? 

THE WITNESS: This is an average 
value of the control material over the period of say 
30 <daysyecrn 30eworkingedays) aumonth: 

THE COMMISSIONER: Normally when you 
express that would you express it the way the Gallup 
poll does, the deviation you are going to have and 
95 per cent is within 4 per cent, or something of .that 
nature, Can.vou_ do thatator us? 

THE WITNESS: The range that that 
would give.: Well, my arithmetic is not too good on 
the stand, but one in twenty times you would give us 


this sample you would be outside the range of two 
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Standard deviations. In other words, we would be 
OULSI Ide thegrandesos,Ue cous that to J.4;,one in 
twenty times. 

THE COMMIGSTONER:...You.had. better 
Carry on, Msi. Symes,panam not doling,you any). good. 

MS. SYMEStes®. /in both. cases~we, are 
talking about normal: cumvesbenaity a.Gallup~poll: or 
repeated sampling in your quality control of dig 
levels, is that right? 

A. A gaussian distribution, yes. 

0. So that is no matter whether 
you. received a reading of 2.4, for example, which is 
within your therapeutic range, that still could be 
GUL Vote. 2omoLeatel fon .28" Less, 1s that correct? 

A. When we start to get up to a 
high level, the tormulayror Julys1080, was. 0.210 for 


standard deviation. 


Q. Ore 2 ee 

A. YesmatAtwanleveiwor 2.24. 

Q, If.the dig, level: is.2.24 -- 
A. Raghixe 

Q. -—-' then. the: two standard 


deviations are. 2027)? 


A. Yes. In. other*words. we. would 


expect.to give you an answer somewhere between about 


as0 and 2.5, approximately: 
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0. So the very basic thing that we 
learn from this is that when you do sampling 
techniques, or you do repeated samples of dig levels 
in blood, you don't get the same answer time after 
Lime, “yourgece lew i idea normal range, is that. right? 

A. Younger 1 within a range, yes. 


0. And generally your experiences 


are that it is a normal range? 


A. A normal range? 
Q. Gaussian, you used. 
A. Gaussian laboratory error is 


usually assumed to follow a gaussian distribution. 

0. And would you expect the same 
for Beckman kits? 

A. Yes, 

0. There would be nothing unusual 
about Beckman, you would expect a gaussian distribution 
as well? 

A. lewoulLo expect "chat, “yes. 

0. Now; exnipit. £45 I” believe I 
have the correct exhibit number on cee which was the 
“HOW PDOsDOR) Mies teeta etaat Tor say) 'How To Do ult" 
from Antibodies Inc.? 

A. Yes, a method from Antibodies 
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MRweoecen.: Have you got, that, Doctor? 
THE WITNESS: Yes. 
UG oviioows On sNOW p ChisSes ow unoubDo Le” 
is explained in words what Ms. Cronk wrote on the 
Ghart sLastuThursday,.Ss.that correct? 
A. ves. 
0. And I believe you told me at 
the break that the Beckman kit in fact does it slightly 
differently specifically from the charcoal part on? 
A. I believe that is the case, yes. 
Ont he Buby the.bottom,line,iseboth 
Liga, it NesnOSpLirausOMea ck Chaldren Kit or the 
Beckman kit, measured the same thing, is that right? 
A. Both kits attempt to measure the 
same thing, yes. 
0. And so whether or not Steps 5, 
6 and 7 are different in the Beckman kit compared to 
the Hospital forpScik @haldren-kit, syout,expect the 


same bottom line? 


A. Within a certain range. 

0, Within a certain range? 

A. ves. 

Q, Now as.iiread ExhibitsNo. 14; 


the fHowalo DorltlyfromsAntibodies Incorporated, it 


talks about serum. It talks about where the unknown 
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is serum, ds thaw righne? 

A. Nes: 

Q, Eee harr tos sayvthar this 
kit, or the antibodies from Antibodies Incorporated, 
were designed to test for therapeutic levels of 
digoxin” in serum? 

A. Basically they created an anti- 
body in a rabbit to digoxin, whether you measure it 
in serum or whether you measure it in plasma. 

Q, Partien larly: imGkhibiuiodto. 14 
they talk about using serum as the solution for the 
test. 

A. me's . 

Q. And- Ont page? Storm exahiple;> rem 
No. 5, see procedure No. 4, and on the fourth page 
caleulations No.) D, they talk about using serum. 

A. Wes 

Q. Moving. on in Exhibit No. 14, 
to the handwritten notes titled "1974", I presume 
then that the test from Antibodies Inc. also works 
on ‘Plasma;+ is? that Kiqne? 

A. Yes. 

Q. Now similarly the Beckman kit, 


and perhaps all other commercially available kits, 


they work on serum, is that right? 
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A. Most kits designed for clinical 
purposes would be designed essentially for serum, or 
plasma. 

Q. So they are designed to work 


on serum, is that correct? 


A. Yes. 

0. And they are designed to work 
on plasma? 

A, Yes, generally speaking. 

Q. And how about whole blood? 

A. Whole blood isn't usually the 


material used in most hospitals. 

Q. Can I ask you the question: 
the kit, or the material from Antibodies Incorporated, 
was this "How To Do It" designed to be used on whole 


blood? 


A. It wasn't essentially designed 
forabhae? ne; 

Q. It is not mentioned anywhere in 
it, and I am just asking you if there was a third set 
of material to say how to do it on whole blood? 

A. These people are commercial 
people and they will direct their products to the 


appropriate market, and the appropriate market is 


usually serum or plasma. 
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TORONTO, ONTARIO (Symes) 
1 
0. REE rah t.. 
2 A. It doesn't necessarily mean 
3 the thing won't work with any other solution. 
4 0. ivan going to come to that. Can 
: I add one more qualifier, was it for living patients? 
A. Usually this is for therapeutic 
: drug monitoring purposes. 
f 0. Yes. 
8 A. Sowmlsualilyveitelshfierthiving 
9 patients. 
10 0. So in other words the "How To 
1 Do It” in Exhibit 14, Ghe company ‘warrants then that 
re the results that you get from using their kit are 
accurate within a normal range for serum? 
- A. Within a specified range. 
14 
Q. For plasma? 
15 A. Yess 
16 0. Provided they are from living 
17 patients? 
18 A. Is that ‘stated in the Beckman 
19 literature? 
i Q. Notano,of am askingsyou, is 
that when the company puts out this product do they 
e warrant to people like the Hospital for Sick Children 
- that the results that they get, using this technique, 
23 will be accurate provided they are used on serum, or 
24 
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plasma from living patients? 


A. Yes, when the test is performed 


appropriately. 
0. Of course, according to the 


"How TO: DO Lt dae Ex hppa tel 4s 


A. According to an appropriate 
method, yes. 

0. Now, I presume that the same 
is from Beckman. Have you read the literature from 


the Beckman test? 

A. No, Lahaven't. 

0. Peawantc'to askyyouvabout, arr 
other kits then in general including Beckman in it. 
Do you know if any of the tests, the one you were 
using or any of the others were designed to measure 
digoxin in post mortem samples? 

A. I know of no test that was 
specifically designed to do that. 

0. Do you know if any of these 
tests were designed to measure digoxin in tissues? 

A. I know of no such test. 

Q. Do you know if any of these 


kits were designed to measure digoxin in embalmed 


tissues? 


A. No. There are several references 


y) 
te piv: word, 
} 


a 


i bods Me ie 


‘ ! : ‘ » Sa 1. | j FP : y pe 
L r be ey : 
Y ‘aemnDSea orit j 
. Ln 4 , 
ye :, 
: Mu fia | 
| “ {) " t/ ' 
: iv i 
\ 5 ga f 
x H ny 
: j ¢ Divs rent e22t24 . verito 4 
: : ; a | 
7 : “ey P 7 t <4 ° . - % rip gt = % * 7 , 
ii OY Oo» sari Biz io Ves of WOT whit od Po 
i i 
ae : ; Po) Se 
od to Yas 26 patey (°F 
j Ab 
mo sxzom. taoq: mk aixopip | 
. 4 ; fy 
j j é wore. 7 y - 
\) ' 
~~ hi ; vy 
oc rt ¢ ys, F * eS de . - ‘_ms< | el 
-Jsts Ob ot bonplesh yilssi@isedea . 
4 
r V 4! “oy oa ) ‘ | 
“> 
= Pe a 
. ¢ her - is aye H ; ; ¥ ; ns nil sig 
r - rre ‘ ~ * _ bee hy —— tat) | ¥ Dil 
i 7 OT veson oF Sedpleseh ersew etegs 
‘ ' : ns " \ 
tt ne >I try ft P| F A : . Y 
if) uw e 
; : Oh 
‘ \ a ee 
> i 7¢ 1 15 7 J Worl I Voy. -oOd H J vie ; ] af 
as 5 , wr roe, Mi ; Rae “ m ~ 
; i AT : A a 
» Demiledns aL mbxopib SUH som ‘oo t bamptanb: sxaw me 
: > . 4 7 
i 7 % iy iti 
rT hi : _ heh n 
esonatotet Lsiavsee + OTH -oTaif 
( q eal? 
on 
, ; 
m MO ail 
Py - J = { 
: 


i) i) i) to ie) _— 
cs WN bo — - \O 


ANGUS, STONEHOUSE & CO. LTD. PAgS, ex. ex. 1079 
TORONTO, ONTARIO (Symes) 


to the tissues, the blood and the embalmed tissues 
where people have used kits. There are several 
references in the literature where kit methods have 
been used for those purposes. 

0. L am just going.back to whether 
or not the manufacturer suggests, in any way, that 
their kit can be used reliably to measure digoxin 
levels in any of these? 

A. Yes, I am not aware of any 
such) Kits. 

Q. I am going to come to the 
literature. These were not for embalmed, but how 
about exhumed tissues? 

A. I know of no instance where --- 

0. And is there anything, any of 
these kit manufacturers that suggest that these tests 
can be used for forensic purposes? 

A. IT am not aware of any. There 
areaZ)- Orws0b katseandutanaven'’t.'read- eachiandividual 
package insert. 

MR.+ SCOTT s..Just sojwe,will bercelear 
that the Doctor is being asked to comment on the 
aescription of the kitsmehat he has,,read. 

MS. SYMES: Exactly. 


MR. SCOTT: Those descriptions will 


speak for themselves. 
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MSs °SYMES?¢r Exactly. 

Meeroeelaen And he 1s just being 
asked to summarize what he read. 

MeCeSYMbSe. Thatiis right. 

0. I am just asking you a short- 
hand rather than producing numbersso£t Exhibre 14, 
whether you can just tell us from your experience 
whether or not the manufacturers have said, use our 
product with this particular purpose? 

A. It would not be good marketing 
POLLCYOE OPE th eme@tordoothats 

0. Because people are not supposed 
to die? 

A. Well, because --- 

THE COMMISSIONER: ‘They are not 
supposed to die of overdoses of digoxin. 

MSs" SYMES: ~Q° Now, during the’ period 
July 1980 to March 1981, were you aware of any 
literature which measured the ratios of digoxin post 
mortem to digoxin ante mortem in blood, either serum, 


or plasma, that is the so-called multiplier effect? 


A. During the period? 

0. Yes. 

A. vuly’L980"to -=- 

Q. yudly 1980°to March°1981; were 
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you aware of any literature that had measured the 
so-called multiplier effect? 

A. I was aware of I think two 
papers at that time, one of which I cited in my 
evidence at the Preliminary Inquiry. There have been 
subsequent papers since. Oh, you are talking 


specifically of post mortem as opposed to --- 


0. Post mortem and ante mortem? 
A. Ante mortem? 
0. Cepdayountel lus: at that time 


what you believed to be the multiplier? 


A. Kw tnat particular time? 
0. Yes. 
A. iewoulLd, need to just Look at 


one or two pieces of information. 

MSVroYMES: “Mrs Commissioner), I 
obviously have, because of the normal -- I have to 
revise it, I will be about another five ‘minutes or so, 
could I break now? 


MHEVCOMMPSSIONER: It°is your “or so” 


that worries me. 


MS. SYMES: I hope to be shorter than 


coac. 
HE COMMISSIONER: Well, 2£ you can, do 


it in five minutes: we will ido it. Did you say you 
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have an engagement elsewhere this afternoon, is that 
for this afternoon? 
MS. SYMES: I have one at’ three, yes. 
THE COMMISSTONER: "Certainly you 
will get five minutes in between two-thirty and three. 
MS. “SYMboy "Okay. 
THE COMMISSIONER: So why don't we 
rise now. Could I see in my Chambers all of the 
Counsel who have received a copy of the Atlanta Report, 


could I see them right now, please. 
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--- On Resuming. 

THE COMMISSIONER: Yes, Mr. Lamek. 

MR. LAMEK: Mr. Commissioner, perhaps 
I could interrupt the cross-examination of Dr. 

Ellis for a moment because, as you said this morning, 
there is something to be said about the Atlanta 
Report at this stage. 

Mr. Commissioner, on May 3lst I 
gave certain «reasons: for not»releasing: the 
Atlanta Report until a later stage of these 
proceedings. Really those reasons amounted to two: 
there was a concern for those who might be 
adversely affected by the premature release of the 
Report before its authors were available for 
cross-examination and, second, there was a concern 
that other aspects of the Report should be read 
and understood against the background of prior 
evidence and not be put into a position of, perhaps, 
undue prominence. 

Mr. Commissioner, those concerns 
still exist and, in my submission, they are still 
valid, but to some extent events have overtaken us 
and the Centres for Disease Control which was the 
body which was retained to conduct the study which 


led to the Atlanta Report featured in Time Magazine 


tent 7 
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in a very recent edition, as you well know, sir, 
they are epidemiologists and the Report is an 
epidemiological report. It contains interalia 
medical assessments of the children who died and 
whose deaths will here be reviewed, and it contains 
considerations of a number of other epidemiological 
factors, those in addition to certain matters which 


were the cause of concern about unfairness and 


adverse impact upon certain persons and organizations. 


Now, Sir, in the last few days 
with 

various counsel representing parties Atanding before 
this Commission have said that they believe that 
they need to have access to the Atlanta Report in 
order to be able intelligently to cross-examine 
the medical experts who will begin to give evidence 
within the next few days. Inelaight ofpbthat, and 
I'm certainly not prepared to say that they are 
wrong in taking that position, but in light of that 
it is proposed to do this, that is to say, to 
distribute to all counsel an. expurgated 
copy of the Atlanta Report, expurgated to this 
extent, there will be deleted from it only those 
matters which might have an unfair, adverse effect 
on certain persons if the Report were released in 


total before its authors were here and available 
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for cross-examination. 

There will be, in my judgment at 
least, and I have to ask counsel to accept my 
judgment for the moment on this, there will be 
nothing deleted which will in any way impair their 
ability to cross-examine the medical witnesses who 
will be called on a review of the deathsSand that 
is the proposal, Mr. Commissioner, that I'm putting 
forward today. That does not mean that the authors 
of the Report will be here ten days from now. This 
is a release to counsel at an earlier stage than 
had originally been anticipated. 

PMEAVewLOncay tthate-as a matter of 
Simple mechanics and physical capability, I cannot 
today distribute to all counsel the expurgated 
version of the Report. There is a simple, 
physical problem of preparing a sufficient number 
of copies of the Report in the form in which it is 
tostbe "re leasedP bua ienave -every-expéctation that 
the version for release will be ready for 
distribution on Thursday of this week, sir. 

THE COMMISSIONER: Yes. Now, 
ladies and gentlemen, it is hard to tell whether 
an expurgated report is proper or not until you 


see the full document. Yow will see’the full 
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document in due course, not immediately, so I 
cannot ask you to make any intelligent comment on 
what Mr. Lamek has just said except to bear it in 
mind for later complaint, and I have no doubt 
there wabitibeototsroEgi tir butoincannoteamake any 


other recommendation to you. 


Yes? 
MReasSTRATHY : A point of 
echarafiacationgyMrs Commissioner. Dohi takerit 


from what Mr. Lamek has said that it is being 
released to counsel on the basis that it is being 
released to counsel, and it is not being released 
to the public generally, It was indicated in Mr. 
Lamek's opening that at some future date when the 
authors were called it could be released? 

MR. LAMEK: Mr. Strathey's question 
is an entirely proper one of course and I should 
have made that clear. Yes, that is the decision 
that has been reached at this time, that the 
Report will be released to counsel but not yet 
Marked as an exhibit. It is the present 
expectation that when the Report's authors are 
present and have given evidence then the Report 
in its complete md unexpurgated form will be marked 


as an exhibit and will be generally available. 
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It may be that events may occur 
before that time to make it appropriate to mark 
the expurgated version as an exhibit. I'm not 
about to prejudge or anticipate the likelihood of 
those events occurring, Mr. Commissioner. 

I should also say that the Report 
in the form in which it will be distributed having 
been given to counsel, then of course, it is under- 
stood that they are free to discuss the Report 
with their clients, with such advisers as they 
think “appropriate! iandinecessany, and: ito make .the 
kindof, use, Oba chorjwhichi at) is: being, distributed, 
to enable them to prepare for cross-examination on 
all the evidence that is to come. 

THE COMMISSIONER: Any problems? 
All right. Ms. Symes. 

MS. SYMES: Q. Before we broke for 
lunch, I had asked you the question, if you were 
aware’ inuthe; period, first of all, from July 1980 
to March of 1981 of any, literature.concerning the 
measurement of the ratio of digoxin, post. mortem 
and there were two, digoxin ante mortem, in serum 
or plasma, what I call the so-called multiplier 
effect? 

1A I was aware then and I am 
aware now Of an article in: the Journal of 


Forensic Science, 1978, Volume 23, pages329 to 334. 
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2 This relates to the question you have raised. 
3 Blood was taken pre-mortem and also post.mortem and 
4 Enhavesnot rvhadsansopportunity-to ‘go ‘through this 
5 in great detail but in the result section on page 
330, the mean *~PpoOst *nomtem tocante:morntem ratios were, 
: PIG fOr hearty syros trorescupclaveal; 4s E742 “for 
f femoral samples of blood. 
( ’ 8 So if you say that heart blood is 
9 approximately twofold the value, and again I think 


this depends very much on the method of collection, 
and I think that it would be better to have a word 
Within hi Pivos oreDr -’Soldin, “perhaps . 

Oo” Perhaps you might tell me, 
does this article differentiate in the size of the 
multiplier, depending on when the post. mortem sample 
was taken? 

A. Offthand, “I dont *know. I 
cannot say that. I could present this article to 
you 4h syou "so Swish 

O% As a matter of fact I was 
wondering if perhaps we could mark it as an 
ext bit, Gt te siseful. It is the only firm thing 
we have on the so-called multiplier effect, and 


perhaps copies could be made. Would that be 


agreeable? 
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THE COMMISSIONER: It can always be 
done. Usually if you want it, sight unseen, as 
an exhibit, that is not usual. Would you like to 
read it? 

MS: SYMES: I» certainly would. 

THE COMMISSIONER: Why don't you take 
it and Yead it and thentasrevoue fanduthat at is of 
assistance -- 

MSS) SYMES re Orer Ii haverasked:) you 
about the period from July 1980 to March of 1981. 
After that, March of 1981, do you have any further 
information other than the article that you have 
just cited? 

A. I have not really made a study 
of this. There may well be literature out there 
but I'm not aware of anything that directly relates 
<0. that sthateidly could Give: vyounatithssi time. 

Q. Has the Hospital for Sick 
Children, for example,done its own study? 

A. I think its own study has been 
done, yes, whether it relates specifically to that 
issue I am not sure. 

Os Who is the person to ask those 
questions of? 


A. Dr. Phillips of Pathology and 
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DransoGbdin of sBLrochemistry:. 

OF The second question, in the 
same period, from July’of 1980 to March of oats 
were you aware of any literature with respect to 
the ratios of digoxin in tissue to digoxin in 
blood, first m post mortem, both being post mortem? 

A. There are a number of 
articles that relate to this. Exactly when I 
became aware of these is rather difficult to define. 

O% The second question is only 
whether or not there has been any breakthrough in 
the information, but why don't you tell us then what 
the literature says about these so-called ratios? 

A. Certainly the tissue levels 
are very much higher than blood levels - plasma 
levels, but it is variable, depending on whether 
you are dealing with a child or an adult; and 
perhaps we could get to your third question and then 
I will present the real information I think you 
probably want. 

O;, It helps when you can ask the 
questions first. 

A. Okay. 

Oi. Dr. Ellis, the third question 


of course that I want to ask you,is the ratio of 
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digoxin in tissues to digoxin in the blood, both 
ante mortem? 

THE COMMISSIONER: Are we hearing 
the first nightie altpPaysatteriva long rehearsal? 

MS. SYMES: We're trying to 
co-operate to cut down on the length of the cross- 
examination. 

THE WITNESS: I think there was a 
very Significant paper in May of 1982 that you may 
have been aware of already. 


MS Siov MESO. ASanceiat.tvs: not part 


of the public record, why don't you tell us about 


that? 
A. This is the American Journal 

of Diseases of Children and it is Volume 136, in 
May :L982 ,ispage? 418. It relates to myocardial 
versus serum digoxin concentration in infants and in 
adults. 

Os Just so I can understand what 
the numerator is, is that tissue from the heart? 

Py This is tissue from the heart 


taken iat operation. 


On So, this is of a living patient? 
A. Yes. 
ie And this, then, is serum or 
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plasma? 

A. AeSserumlvoriplasmar leveit at 
the time, yes, or shortly before the operation. 

THE COMMISSIONER: Can you take 
tissue from the heart of a living patient? 

THE WITNESS: There was an operation 
on the heart of these patients and, in the course 
of that operation, a small amount of tissue was 
taken. 

Basically, perhaps. 1£ I-could 
summarize these, the authors reported that there 
was no difference in the serum digoxin levels for 
the two groups; in other words, the infants and 
the adults, but they did find, however, that there 
was considerable difference in the myocardial 
digoxin levels. 

THE RAA, in other words, the right 
atrial appendage which was the area of the heart 
that was removed, digoxin levels were 211 nanograms 
per gram of wet weight in the infants but only 
35.1 nanograms per gram of wet weight in the 
adults. Therevas. 4 range)® obviously," for this. 

MS. -SyYUbowthO..0Imigorry, are 
you giving me again ratios? 


A. Yes. 
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Or Just so I can understand, in 
a chiid, thea, the ratio of digoxin in the heart 
tissue, the right part of the heart -- 

A. Soria, thank vou, isl stand 
corrected on that. 

That particular number that I gave 
you was nanograms per gram of wet weight. 

OY meso. 

A. So, actual ratio would need 
to be divided by the mean digoxin concentration. 

OF Do you know what the digoxin 
concentration in the blood was, so that we can 
work out the ratio? 

A. Perhaps if I could refer to 
Table 1 where thissactual RAA serum ratio is given. 

Table 1 relates to infants and this 
ratio is stated at the bottom of that table to be 
149 plus or minus 31, with the 31 being the standard 


error for the mean. 


Or The Caro 26: 149) too 1? 
A. Yes. 
Or botnet. bs the ratio-oL 


digoxin in tissue to digoxin in plasma? 
A. In the serum of these infants 


that they measured, yes. 
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Q. 
there 1s. =r 2s, 2t 

A. 
mean is 31. 

Q. 


oa 


pets, Crex. 1094 
(Symes) 


And the standard deviation 


The standard error of the 


That is a rather large 


standard. 6rror, 1S 1 not? 


A. 


Now really. “There as 


Variability, obviously; biological Variability. 
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O°. Now, what is the ratio for 
accuses? 
As‘ In Table 2 of that same paper 


the mean value is given as 28, plus or minus 5. For 
the concentrations of digoxin in the right atrial 
appendage in the serum in adults. 

@% So; sineother wordsy il thetratio 


EOGpuGneldrenwmis at ease lbive times the ratio for 


adults? 
A. On average, -yes. 
Q.. On average. 
A. Yess 
Oo; Now, let me just start then with 


an example then when you might have post mortem. 

Was there wanything in> that studyewith respect to the 
ratios of post mortem tissue to post mortem blood, 
or is it serum? 

A I don't know whether it was 
covered in the study. 

Qi Do you know of any other? 

A. In the references given in that 
particular paper there may well be references to 
autopsy samples. 

Of Put other than thatpartiucular 


paper, are you aware of anything else in the litera-. 


ure? 
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(Symes ) 
Ns There are one or two studies 


which I think many are related to in the references 
to this particular paper. 

oO. So then if we read that paper, 
that would give us the latest knowledge in this 
area. 

A. I think that this will be an 
important paper to consider. 

es NOW, DE. bLlis, just so-L 
understand, have*T goteit correct’ that+ there are 
two factors then that work when we look at results 
on tissue or blood or plasma post mortem; one factor 
is that it is no longer living, that is, there is a 
multiplier of fact which is about 2 between 
pre-mortem and post mortem on blood? 

A. That's the approximate figure 
used in the paper that I ‘cited,- yes. 

Or And then there is a second 
factor then and that is the difference or the ratio 
of digoxin in the tissue to digoxin in the blood and 
that can be*as much.as°149 to’ ll’ inidanfants: 

A. The average ratio was 149 to l. 
There is Case 4, which I think is the highest where 
ue ve eGo. 
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ae Yes, if I'm reading this 
table correctly. 

On So that when we look at any 
specific results of post mortem levels of digoxin 
in tissue, we should certainly have these ratios in 
mind? 

A. Well, these are taken for 
living tissue and obviously they would have to be 
seen in context. 

Og Now, do you know if there's 
been any studies done on the effects of embalming 
on digoxin in blood and tissue? 

A. I've only come across one paper 
where an embalmed tissue was studied or a patient 
had been embalmed. What was your question? 

Oye Can you tell us about it and 
what the study found happened to digoxin in embalmed 
either fluid or tissue? 

Be Well, it wasn't really a very 
detailedvctudy. ot 'mesorry, I did have that paper 
a little while ago. Could you please ask me another 
one? 

Oo; Yes, I was going to ask you 
whether or not any studies have been done on the 


effects over time of digoxin in blood and tissues of 


Fi if AG 


ra eins oOniDde = HL wt qt) yaa er Nios” 
A! | va } ‘ SA 


ninoete. To a aeelieid tzoq 3 23 fue pittoag 
Phe! . Ay a oe . 2 


ai @0L36% gasd? svad vintes iss bilwode a om emeeEt a 


- 


. — ~ . r - 
Leu f bal 323 iD 4 ‘ i «i 
; 
’ 4 
° ries wet mm | bom Bade Save Bebe & Bak sae fees 
| | Bbivow yoads visvoivde baé suesid pakvel . 
Mig) ee aif oe eR iy a it 
| : 
. o re} ““< i 
| -TXSINOOS TL 92 ’ 
i; f 
| . : i + 
p, D4 7 
‘ *} , , » WID4 


: Bie ‘A) 
eo ‘ ° “. { ‘> | j ow y 
Su aeis b oft’ mt minople no | 
Bae d ‘ 
| eae 
‘ |. Bo . rine. ey? A on 
if gis Ph ae j cz , 
10 HSibyts esw sveels, bonledus, 18 eyedw,” 
Ny 4 


29up tuvoy ssw J6edW ..bemisdme aged Bed 


fous ay Ifed VOY. 15). O° . a 
Hefiimdne at mixoplh ot Bbensaqsd, bavot yhosa of tsdw - 
- ‘ . - Af a 
Soueets to bivik szsedtis 
j 7 
a t {60° 4' reew +t , Liew ic A . , i TT A.’ 
& Ay Ly, Wy 1 ‘ae ce 


164. Jedd eyed BEB I ,vxtoe m' I. +\bus8 Bolinseb 

ab aie . 

tensors om Axes seselq, voy bisad ape elity: smssa bya 
1 Fee ‘i . ae eam? 

; 7 Pe, nai t tv a eR 


' MOV. das oF pakop eam 2) eat ts ICA alan 
; 7 . Me a ty i Ont ; Ld j ee i SAAR 
end iO SMOD sfiged overt sotbude = sal Jon aah re ar die 


Ue es Lae 5 
ve bese Hear ; iy rl 


shi | yen: i te Se, eae 


mt 


3B4 


1098 


eee ametates CODTEx. 
(Symes) 
exhumed? 
A. i don tuknow @ef any. 
OF You don't know of anything? 
A. Treaont Know’ Of “any, 30. 
Q And since --- 
A Oh! 
OF Have you found it? 
A. I have found a reference to it 


but not quite the exact article. 

oe Could you give us the reference 
then for the record? 

THE COMMISSIONER: LE he’s going 
to give us the reference for the record, he should 
give us the document itself. 

MS. SYMES: I'm going to ask him 
to do that as well. 

THE COMMISSIONER: Well, we have 
passed by all kinds of documents without making 
them exhibits. However, you see, this isn't like a 
trial. You can produce the document at any time you 
like. You can put it to a witness and do whatever 
you want but if you've got something you want to 
proveabyutoyriterstperhaps: best to give it to us at 
the time. 


MS. SYMES: © thinkbit tsrperhaps, 
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ANGUS, STONEHOUSE & CO. LTD. ha as cr.ex 
TORONTO, ONTARIO t ° ° 
(Symes) 


because these ratios are so significant in the next 
stage that it would be helpful if we could mark as 
exhibits the particular scientific papers that he's 


relying on. 


THE COMMISSIONER: BLY Lon, 

MR. LAMEK: Referring to I think is 
the word. 

THE COMMISSIONER: Referring to. 

THE WITNESS: ‘Well, do you wish to 


mark one of these as an exhibit? 


MS". SYMES: Could ‘we mark ‘therm the 
first one? 

THE WITNESS: Do" you"wish tor read 
Vie 

MS oO YMES: The measuring of 


ratios of digoxin post mortem to digoxin ante mortem 
in’ blood = Couladrthatebe theynext exhibit? 

THE COMMISSIONER: Yes, but what is 
Lt. from? 

Pine COnl. Well, we don't have a 
clean copy, but we can get you one. 

MS" SY MES : Sure. Could ‘we reserve 
then a number for that? 

THE COMMISSIONER: Yes; alirriont: 


Well, we don't need to reserve a number for it 


yet 
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ANGUS, STONEHOUSE & CO. LTD. . 1100 
TORONTO, ONTARIO Ellis z CYLeX. 
(Symes) 


because we can put in any number as we come along. 
That was Miss Cronk's idea that we had to reserve 
things, I don't think it's essential. 

MS *nERONK ? Another bad one 
apparently, Mr. Commissioner. 

MS. SYMES: Ose, Dee Ab lias, could 
I simply ask then if you would get clean copies of 
the three studies that you referred to and give them 


to Mr. Scott who. could then supply them to counsel? 


A. What do you mean by a clean 
copy? 

OF, Well, he says they're marked. 

A. They are marked actually, yes. 

@.. i} don¢gt mind.if. they're .marked, 
but if he does. 

MR, SCOTT: Well, I will see that 


Miss Symes gets copies. I hope that this literature 
search is not going to go on forever. 

THE COMMISSIONER: Well, I hope it 
Len De tooe 

MRie SCOTT: Because I feel an 
obligation to my clients to assure that this 
professional and the others who will be called to 
the witness box goes back at some point to perform 


his) duties; invrunning.a: hospital . 
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ANGUS, pci laph cea LTD. Ellis, cr-ex. 
(Symes) 
( 1 
2 
3B7 THE COMMISSIONER: Yés,. posthank> 
: I hope that it won't be just your clients that will 
4 go back to perform their duties, whatever they may 
a happen to be. I think all of us may have an 
6 interest, in thaty 
7 The only problem, and I'm not saying 
: you're cluttering up the record, but I will not 
¢ promise thatsI will read these documents from 
‘ beginning to end. You have to point out to me what 
= it is that we want and what it is that you're relying 
11 on,, if you are relying on it, and then it becomes a 
12 great deal more help. 
13 However, I think we have extracted 
14 from Mr.Scott the promise to do something about 
15 eleanncopies!, orf (he scan afindrone . 
| 69 > MS. SYMES: Dr. Ellis had 
| said over the lunch hour that he had this information, 
s that he would provide it to us. 
i THE COMMISSIONER: Yes,all right. 
19 MS. SYMES: Soy TI didn't wantsto 
20 seem to be in-the¥position of Tasking vhim)toigo tout 
1 and search the literature, he said he already had it. 
2 THE COMMISSIONER: Yes; all (right. 
( 93 THE WITNESS: The paper in 
relation to the embalmed subject is in the Forensic 
24 
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ANGUS, STONEHOUSE & CO. LTD. Ellis 
TORONTO, ONTARIO ’ 


Cr,ex. IO? 


(Symes) 


1 
2 

Science, Volume 9, 1977, page 145 to 150, post mortem 
° digoxin levels, two unusual.case reports. I know of 
4 no other case. It was Case 2 in that particular 
5 aveiete: 
6 MS. SYMES* O38 Se DEBE Mi swvpEMiad 
7 asked you before whether or not the kits from the 
8 manufacturers were, according to the manufacturer, 
designed to measure digoxin in post mortem blood, 

tissues, embalmed tissues and exhumed tissue and 
sd your answer to that was, not to your knowledge. 
| AL. Theaw+s COrkecE. 
12) OG Would you agree with me that 
13 the current state of knowledge with respect to the 
‘al measurement of digoxin in these items, that is, post 
15 mortem blood or plasma or serum, tissues, embalmed 
2 tissues or exhumed tissues is still uncertain? 

A. It would require a certain 

id amount, several months work in order to adapt a 
is method for use with those tissues and substances, 
19 in my view. 
20 MS. SYMES: Those are my questions. 
PA THE COMMISSIONER: Yes;ealvaright, 
2 thank you. Mr. Strathy, are you next? 
93 MRS -STRATHY: Yes, Mr. Commissioner. 
od 
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ANGUS, STONEHOUSE & CO. LTD. Ellis ; cr.ex. Li03 


TORONTO, ONTARIO 


(Strathy) 
( | 1 
=f eb] ; CROSS=-EXAMINATION BY MR. STRATHY: 
3 Of DE. ELLs) *the articke>you just 
4 mentioned from Forensic Science, I wonder if I might 
5 see that? 
o A. Was that relating to embalmed? 
7 OF Yes. 
A. Yes. 
8 
( O% fewill give it back’ to you 
: before the end of the day. 
ay becton, fi sdon*t haves your curriculum 
11 VitaecManrErone ofimey+butal think P'm*é66rrect in 
12 recalling that you are a. PhD doctor and not an MD 
13 doctor, 2s that. Bight? 
14 A. chats: correct; yes’ 
15 OS And you quite properly pointed 
( | r out in your evidence the distinction between what 
you conceived your responsibilities to be in the 
sa hospital and those of the MD doctors and I think you 
18 pointed out that as far as you saw it, your responsi- 
19 bility was in the analysis of the digoxin levels in 
20 the samples submitted to you. Do I have it right 
1 as far as your responsibilities are concerned? 
77 A. Yes, I think that was my major 
responsibility, yes: 
( 23 
Qs And you pointed out that the 
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ANGUS, STONEHOUSE & CO. LTD, . 
TORONTO, ONTARIO HELLS , 


CE vex. 1104 
(Strathy) 


responsibility of the MD doctors was in effect the 
interpretation of those findings or analytical 
resulcs:. 

A. Well, it was their responsibility 
with the patient in front of them, the clinical 
condition of the patient and the result in hand, 
knowing what the previous’ therapy was, to take the 
appropriate action, yes. 

O8 and andtact, (not only togtake 
the appropriate action but firstly before doing that, 
to interpret the results in light of the observations 
they made. 

A. Yes, inothesindividual, cases 

OF And do I gather from what you 
have said that the interpretation of those results 
may involve not simply looking at the results but 
also looking at the patient, looking at the symptoms 
being manifested, looking at the past history and 
so forth? 

A. [ese 

Or Am I correct in understanding 
that in the time period with which we are concerned, 
namely, July, 1980 to March of 1981, digoxin testing 
was only done firstly on those patients who had 


been prescribed digoxin, but secondly, only on the 
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ANGUS, STONEHOUSE & CO. LTD. * 
TORONTO, ONTARIO Bias , CY.eCx. OS 
(Strathy) 


request of the treating physician, is that right? 

A. Yes, that "scoprect. 

OQ: So, your laboratory really 
had nothing to do with whether or not a request 
was submitted for analysis, you just did what the 
decor told you to do? 

A. Generally speaking. As I 
indicated, there were one or two occasions when we 
would contact the floors and say this is a high 
result and perhaps suggest that a further sample 
may be taken. But this was not on very, very many 
occasions. 

OF But that was generally after 
the fact, after the sample had been submitted to you? 

A. Oh; yes 

OR, Do I understand in fact that 
at the present time that is still the procedure, that 
doctors order their tests=to be made and you do it 
on the doctors" orders? 

A. This is the case, yes. But 
there is a mechanism in place whereby the clinical 
pharmacology group examine the results as they are 
produced, the abnormal results, and they may intervene 
at some stage and actively discuss with the floor 


staff the condition of the patient and the 
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ANGUS, STONEHOUSE & CO. LTD. 
TORONTO, ONTARIO 


Ellis, cr.ex. 1106 
(Strathy) 


appropriateness of the level that has been obtained. 


One That is a new procedure, is it. 
A. This is a new procedure, yes. 
Oe is +L6 ws,.a result of this 


therapeutic drug monitoring program that we've 
heard, about? 

Ags VES paves. pet. LS.. 

Os So that there are occasions 
when the clinical people, or your staff take the 
initiative, and having seen an unusual result they 


actively go out and request more sampling, do they? 


A. The clinical pharmacology group, 
yes. 

©. Is that something other than 
your people? 

A. Yes. 

Oe Who are the clinical pharma- 


cology group under? 

A. They are members of the 
Division of Clinical: Pharmacology, which I think is 
part of the Department of Pediatrics, or it may be 
part of the Research Institute, I'm not sure on that 
point, 

Q. Can you assist me, Doctor, as 


to when it was that you first became aware that there 
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ANGUS, STONEHOUSE & CO. LTD. Ellas ; CEe,ex, 


TORONTO, ONTARIO 
(Strathy) 


might be problems at the Hospital for Sick Children 


with respect to elevated digoxin levels in certain 


children? 

A. I believe that it was --- 

Mis oo COs Just before the 
witness answers. I just again want to record, and 


it will be for the last time because I will leave it 
fo Commission Counsel, ‘that it wasn't my understanding 
that this kind of question iiwas going to be dealt 
with here today, we were going to deal with the 
testing mechanism in place and its operation and 

so on. If that rule has been changed, we had better 
know because it will affect everybody's cross- 
examination. 

THE COMMISSIONER: No. Well, it 
hasn't been changed, Mr. Scott, but I don't imagine 
you are going to go deeply into the specifics, it is 
the general question and then perhaps whatever took 


place after the general question. 


MRe STRATHY That's exactly so, 
SLY 

tHE: COMMISSIONER: Ves? “a blorivgne, 

THE WITNESS: In relation to the 


general question, I think I have answered this 


question at the Preliminary Hearing before. I think 
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ANGUS, STONEHOUSE & CO. LTD. 
TORONTO, ONTARIO (Strathy) 


B14 the first occasion when I realized when somebody ' 
indicated to me that something may be wrong was 

when Dr. Costigan waS pursuing the Kevin Pacsai 

5 case an aoout, would it be- February or March of 1981, 


6 March, 2 think. 
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ANGUS, STONEHOUSE & CO. LTD. Ellis 
TORONTO, ONTARIO Cr ex. (Strathy) 
OF medaontihave thetdatesot 
the death of Pacsai - I believe it was sometime 


in mid-to-late March sometime. 

A. Uethink tit ewas early March. 

OF So, waS it sometime after the 
death of Kevin Pacsai? 

AS Tes 

On PELOLrVCLoO that l== 

THE COMMISSIONER: In the Statement 
or Facts, 1 Ehinkyn Ssichere nod andatesnié fthat 
matters at all ebput wi yehnk LE tisyrightitherepnis 
LETROw? 

Mae SPRATHY: CHL *don*t Have? the 
Statement of Facts with me. 

MS. CRONK: Mr. Commissioner, to 
assist my friend, the date of death is shown as 
the 12th of March 1981, Kevin Pacsai. 

THE COMMISSIONER: ‘I thought ,there 
was something in the Statement of Facts about that 
particular -- 

MS. CRONKS. In addition to the date 
of death, sir? 

THE COMMISSIONER: The events of 
Marchn2ist, Saetucetera. 


MS. CRONK: Yes, there is, sir. 
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ANGUS, STONEHOUSE & CO. LTD. PaaS 


on? 


TORONTO, ONTARIO 


cr.ex. (Strathy) 


THE COMMISSIONER: What page is that 


MR. LAMEK: Page 46, Mr. Commissioner. 


MS. ‘ORONK:7 "I think youare ‘also 


referring, Mr. Commissioner, to paragraph 100 on 


page 88 of the Statement of Facts, which speaks about 


KevinsPacsai's deaths 


198 


THE’ COMMISSIONER: ves, Manche ii2; 
1, the Coroner was consulted upon his death. 
From whom did you hear this? 


THEY WLINESS :9 49 famy “recollectvon is 


correct, Dr. Costigan, who was a Cardiology Fellow 


yoke 


die 


ae 


of 


to 
OF 


to 


Resident on the ward at that particular time. 

THE COMMISSIONER: Yes cA leerviohiy 

A. The question was, when did he 
4 

PMR Dra Tiny se OG TES . 

i take.at from what you said, then, 
was sometime within a short time after the death 
Kevin Pacsai on March 12, 1981? 

Ay Yes. 

D. Do I understand then that prior 
that time, you had no inclination or suspicion 
concern that there was any problem with respect 


digoxin in the treatment of children at the 
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ANGUS, STONEHOUSE & CO. LTD. Pallas 


TORONTO, ONTARIO Grsex. (Strathy) 


Hospitad.for.Sick,.Children? 

A. mes. 

THE COMMISSIONER: Yes, you had not? 

THEAWLIN@oos (+l hadvno Lear. or 
inclination that there might be any problem. 

MR STRSTHYs Gx Based on the 
analysis which you had been conducting or based on 
any other information that came to your attention? 

A Ne Sr. 

oy Now, you mentioned in the course 
of your evidence both last day and this morning 
your brief incursion into the area of analysis of 
tissue levels of digoxin. 

Ae Yes. 

on Can you indicate when it was 
that you made that investigation? 

A. Latninkvat wesalal rly nshortly 


after that time. 


Os Sometime shortly after March 
LZbh? 

As Yes. 

oR And was that on the request of 


the Metropolitan Toronto Police? 
Bc No. I have a feeling that was 


initially at the request of the cardiologist - I think 
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ANGUS, STONEHOUSE & CO. LTD. Ellis 1112 
TORONTO, ONTARIO (ole r ex . (Strathy) 


( 1 
CC4 2 it was Dr. Freedom. He was concerned about these 
3 matters. 
4 QO: Dr. Freedom asked you to test 
tissue samples, did he? 
5 
A. I think that was the case, yes. 
6 
| I indicated we had no experience of that, and he 
‘ said, well -- 
8 OF Iwmssorry, you, indicated .to 
9 Dr. Freedom -- 
10 A. weS® 
il ce -- that you had no experience 
of that? 
12 
Pe Reogh ts 
13) 
QO. And what was his response? 
14 
A. Well, very often, we are asked 
15 to do these kinds of things. The question is to 
16 try it and see what happens. If we are successful, 
17 we believe we have an answer that we are happy with, 
18 then we communicate this information to people 
19 and, if we don't, then--well, circumstances overcame 
se 
20 
0. What was your response to 
21 
Dr. Freedom? 
22 yee 
A. He indicated, I believe, at 
‘ 23 that time that some samples had been taken at 
24 
25 | 
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ANGUS, STONEHOUSE & CO. LTD. ELLs 
TORONTO, ONTARIO 
Grves. (Strathy) 


1 
Ces y, autopsy from some children. These were in some 
3 material, some medium in the Biology Department at 
4 the Hospital and, so, these were samples that had 
not> been subjected to formalin, I think, and, the 
S| 
various preservatives. 
6) 
Q. Yes. 
‘ A. And could we take a look at 
8 those onfa,preliminary basis: 
9 || Q. And did you do that? 
10 A. We attempted to do that, yes. 
iM Ox And this is when you came up 
with the equivocal result you have told us about? 
12 
A. Yes. 
13 
| Oz What then did you do? What 
14 did you tell Dr. Freedom? 
15 A. I don't think Dr. Freedom got 
16 back to me because I think circumstances overtook us. 
17 OF What do you mean by that? 
18 THEACOMMISSHONERs) IddonitasecerMr: 
| Scott«standing: 
19 
MS. CRONK: I'm afraid Miss Cronk is, 
20 
Mr. Commissioner. 
21 
I do have -- I hesitate to interrupt 
22 my friend in the middle of his cross-examination. It 
xl is the expressed intention to ask Dr. Ellis to 
24 | 
25 | 
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ANGUS, STONEHOUSE & CO. LTD. Biiis 1114 


TORONTO, ONTARIO 


ersex, (Strathy) 


return to testify in as much detail as required about 
specific testing results that were obtained in 
respect of the particular deaths that we are con- 
cerned with. 

Now, if I am wrong in my apprehension 
of his evidence, these tissue tests were taken not 
in respect to these children and at a time after 
March 1981, then I withdraw any comment. 

As I have understood Dr. Ellis' 
testimony in the last five minutes, he is talking 
specifically about tissue tests done in respect of 
these very children in March of 1981, and I would 
suggest that this line of enquiry would be more 
appropriately pursued when he comes back to talk 
about, generally, the testing that was or was not 
done. 

THE COMMISSIONER: Well; Mx. ‘Strathy, 
if you need any more than the fact that the first 
time was in March after the Pacsai death and that he 
did examine some tissue post mortem. 

MR. }S'TRATHY:: The only other question, 
a few other questions I want to ask of him - and I 
don't want to get into specific tests -- 

THE COMMISSIONER: No. 


MR. STRATHY: -- but I want to ask 
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ANGUS, STONEHOUSE & CO. LTD. Ellis 
TORONTO, ONTARIO 
or.ex.. (Strathy) 


him the same question I did ask him; what was his 
response to Dr. Freedom, or what was it that inter- 
vened, I think was my question; what event overtook 
him. 

MR SCOP: I didn't get up because 
Tywaswtotld thes wasn’t going: torhappen.s Ite seems 
to me, aS a matter of principle, the line has to 
be drawn in fairness, not only to the witness and to 
the orderly conduct of the Commission's business, but 
in fairness to other counsel. 

THE. COMMISSTONER:: | .-Yes,: L, agree. 

MRE iS COLT: Because, if this is 
allowed for one counsel, the dike has been breached 
and we are here for days. 

MR STPRATHYege I’ wirehklt Simpl fyaadt, Sir. 
I will simply make a note to ask the question when 
the witness returns and we will leave it at that for 
now. 

THE COMMISSIONER: Thank you. 

MRiv OS TRATHY: ly Buti Is do. shame, one 
Last question fing iths'siwein, 

OR YOunctida tell as A De. Hidaic, 
that you concluded that a great deal more work would 
have to be done before a system could be devised to 


test for digoxin tissue, and I think you told my 
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ANGUS, STONEHOUSE & CO. LTD. Ellis 


TORONTO, ONTARIO er.ex. (Strathy) 


friend, Miss Symes, that you concluded that it might 
take a couple of months to do that sort of thing. 

Re I think it may well have done, 
yes. 

Oo What was it, in your view, 
that would have had to be done to devise a test for 
the measurement of digoxin in tissue? Can you tell 


us what you foresaw would have to be done? 


A. Is this an appropriate question 
tomanswers 

ey Nobody is objecting. 

THE COMMISSIONER: Usually, we have 


five or six people objecting to the question, and we 
haven't anybody at the moment except you. 

AS ef I guess I would have had 
to consult the available literature extensively 
and see how various people have approached this 
problem in the past and, then, depending on the 
various approaches, I would have had to test one or 
two things that looked likely and see where we went 
from there. Basicatiyvy tratdistiaéiot lo£htme 
spent, or it would have been a lot of time spent, 
in my view. 

MR. -STRATHY: OF What do you mean 
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ANGUS, STONEHOUSE & CO. LTD. pais 


TORONTO, ONTARIO 
GEyex, (Strathy) 


you mean test one or two methods? 

A. One or two methods, one or 
two extraction procedures; different approaches to 
obtaining a pure sample. 

O73 Is there anything else that 
you saw as being necessary before you would be able 
to develop a methodology? 

Rae Well, a very extensive litera- 
ture search, as I say, of the resources and available 
time and some inclination to do it and some indica- 
CL On cOrdOrut, 

Ox Were you approached by the 
Metropolitan oronto Police to -do).that. sorte of thing? 

MRey SCOT: Now, ‘surely, Mr. 
Commissioner, this has -- 

THE COMMISSIONER: It is getting very 
close. 

MR. SCOTT: This is coming very close 
to where my friend has to follow the rules laid down 
by the Commission or ask you, Mr. Commissioner, to 
change them. Until they are changed, I think they 
should be followed. 

THE COMMISSIONER: You have been 
promised, Mr. Strathy,. that Dr. Ellis will be back 


and we will be dealing with the individuals. 
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ANGUS. STONEHOUSE & CO. LTD. Ellis Ae Bes 
TORONTO, ONTARIO 
cr.ex. (Strathy) 


Unfortunately, every time you ask one of those 
questions, it is possible to interpret it that you 
are trying to get information on the particular -- 

MRE STRATHY: I am really == With ale 
respect, Mr. Commissioner, I am not asking--I haven't 
named a child with only one exception. I haven't 
asked for specific results and I hope I have been 
dealing with what one would consider background. 

It is kind of hard to draw the line between the 
background and the foreground. 

MR. SCOTT: I'm*sorry. I have been 
doing my best to keep as quiet as possible and, 
this afternoon, I have ruined my record! 

If I understood the rule proposed, 
it was that we would deal in a general way with 
testing methods known at the time and, then, later 
in the inquiry, we would deal with the events that 
give rise to these tragic circumstances. 

Now, this question bears clearly on 
the events. 

THE COMMISSIONER: Yes. But it may 
also bear equivocally upon the method of determining 
results. That is the way he is getting his foot 
in the door, this way. 


MR. STRATHY.: I asked the same 
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ANGUS, STONEHOUSE & CO. LTD, Ellis 
TORONTO, ONTARIO cr sex. (Strathy) 


questionyprecisely (of ire: Cimbura,’ ard sl tdon Se rthink 
anybody raised an objection. 

THE COMMISSIONER: Perhaps Mr. Scott 
was not here at the time. 

MEee SCOLDS® irdvdn vitaet thor eM: 
Cimbura. 

THE COMMISSIONER: I'm going to allow 
this question and then we will see what happens 
after that. 

You can go so far, but there comes 
a time when I have to stop you. 

MR. SUTRATHY: fF think I can rephrase 
MY QUEeStLoOn OF put Lt Lovyouvagainypasbr tye lls): 

OF Were you approached by the 
Metropolitan Toronto Police and asked to analyze any 


tissue samples? 


A. Any tissue samples specifical- 
ly? 

O. YeS\., 

A. I don't think I personally was 
approached by the Metro Toronto Police. I believe 


there were discussions in the Hospital at around 
this time which the Metro Toronto Police did request 
that various measurements of digoxin be made. I 


think perhaps tissues did come up at this stage. 
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ANGUS, STONEHOUSE & CO, LTD. Ellis 
TORONTO, ONTARIO 
cr.ex. (Strathy) 


I believe, that, following some preliminary fluid 
analyses, my head of department felt it was in- 
appropriate for me to continue with that work, 
largely because he realized how much time it would 
take, I think, and largely because he also appreciat- 
ed that we had no experience of this and also because 
LtvVwasnielts that; really; oathis? should) beedone:by 

an impartial body outside the Hospital For Sick 
Children. I understand that one hospital - perhaps 
Toronto General - was asked if it could measure some 
samples of digoxin, but I don't know quite what 
CameoL that. 

On Just to refresh my memory, 
your head of department at the time was? 

A. Dr. Goldberg. 

OF And it is your understanding, 
although you are not privy to the discussions, that, 
indeed, a request was made by the Metropolitan 
Toronto Police? 

A. I think they may not have 
realized how big a task they were asking for. 

QO. Be that as it may, the request 
was made? 

A. Perhaps you could ask the 


Metro Toronto Police exactly what they asked. 
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Oz I guess you are the only one 
we have. 

A. Well, I'm giving hearsay 
evidence. 

THE COMMISSIONER: The only one we 
have in the ae at the moment. We certainly will 
have the Metropolitan Toronto Police in eventually. 

MR. STRATHY: Ov WOR DU bt ol bast odio va 
doctor, it is your understanding at least the request 
was made? 

MR OCOD: He ‘said, not to him. 

THE COMMISSIONER: It is hearsay on 
top of everything else. While we allow hearsay 
at enquiries, there is nothing in the Act that says 
the Commissioner has to pay any attention to it. 

MR. STRATHY: For whatever weight 
Lt is Wworehy: 

A. I'm sorry, what was the 
question again? 

Oi. I said, is it your under- 
standing -- I mean, do I have your understanding 
correct that, at the time, a request was made by 
the Metropolitan Toronto Police? 


MR2 SCOTT: I think that is an un- 


fair question. The people, if the request was made, 
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ANGUS, STONEHOUSE & CO. LTD. ELLs 
TORONTO. ONTARIO 
Chrexer(strathy) 


the people who know about it are going to be 
available and they will be asked, but to ask someone - 
Mr. Strathy, you might as well ask me what my 
understanding was. 

MR jo LRATHY:< Yes. 

MR. SCOTT: We should ask this 
witness things about which he has personal knowledge. 


That is why he is here. 


j 
+ &ye 
“ 7 Aa Og 
nal t 
mn 
: 
> 
» 
al 
) 
we 
' 
- 
4 
a 
5 
4 f 
j 
5 


areq @sed ed dotdw dvods 2pards seontiw 


a Z ; 
n a a “ 
a” ¥ 


[ig eis. 32 Ide asl ‘onw sigeed: ous Fils ” 
a 
Sod: ,.pbexass sd if iw ¥ ont fei &. sdslisvs E! 7 - 
pun 


= 


, Wi e aoe pe Foe) MY bin oe “a PaO 
ay aaa Liow 86h Joep lop way’, § sit Shi a 198 alle , 


4 er: x p abe. onlbass22 pies ; 
hi : 3 Ye . ie » 
, i 


‘ 
, 

’ 

S 


i 
4 
{ 
j rerrh's My Pe ; ayy 
ed [ a Ww a . ‘ i 


Tee 


24 


ae 


ANGUS, STONEHOUSE & CO. LTD. Pius, cor ex). 1122 
TORONTO, ONTARIO (Strathy ) : 


THE COMMISSIONER: All®right#) Did 
you appreciate that advice or not? 

MR. STRATHY: I appreciate the advice, 
DULL “Guess Mr. Scott cannot dive an undertaking on 
behalf of the Metropolitan Toronto Police. 

MR. “oCOTi:* Ther Hosp ically wr ll smake 
available any witness, I am certain, that Mr. Strathy 
wants to examine. 

MReOSTRATHYEA LEMMry) Sa Scoteu¢chen! can 
say that Dr. Goldberg will be available, then I will 
hear from. Dr.. Gordberge== that. is tine. |) lo will accepr 
tira tk. 

THE WITNESS: The request made -- 

MREe SCOPT - Siew te shows you now’ co 
draw a subpoena. 

PHE COMMISSIONER?:* That won't do.- it 
has to come through me, these subpoenaes. 

MR CLRAthie Pinar wercarre. aL nave 
Mr. Scott's offer and I will respectfully take him up 
on it. Thank you. 

THE WITNESS: I indicated Goldberg's 
aseseiens. 1 did not tindicate, I do not think, ‘that 
Dr. Goldberg was the person specifically asked to 
undertake this task and in fact I believe that this 


question was really asked of Dr. Hill and the 


Hospital Administration. 
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ANGUS, STONEHOUSE & CO. LTD. Balis, cr.ex. E24 
TORONTO, ONTARIO (eErachy) 


ibe COMMLESSLONER:. nanny iGvene, eo. 
think we have pursued it far enough, 

Miso ce On. -Movang won Clopanot her 
area, Doctor, and dealing with the subject of 
interpretation.~of.dagoxin levels, I gather that the 
treating physician wants to know the digoxin level 
for two reasons: one to make sure that the patient 
LGanOctCeLOxiGwoOreat antoxic,. level and,»secondly.,,jto 
make sure that in fact the patient has enough digoxin 
iNehtSaSyStem, 4 -lsa thats right? 

A. Yes. 

0, I am instructed that, because 
perhaps of its potency, digoxin toxicity can be a 
problem in hospitals. Is that something with which 
you are familiar? 

A. Yes, this is why many hospitals 
measure digoxin. 

Q. You say many hospitals measure 


digoxin? 


A, Many hospitals wouldmeasure patients 


plasma for digoxin because there is a problem, as 


indicated. 
Q. A problem with toxicity? 
A. Yes,with potential toxicity. 
0. I have seen figures, at least in 
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ANGUS, STONEHOUSE & CO. LTD. Pores t Cre eex’. 1125 
TORONTO, ONTARIO (Strathy) 


the literature, that suggests that with respect to 
adult patients in hospitals you can have as many 

as 10 per cent or even 30 per cent of the patients 

on digoxin therapy at toxic levels. Are you familiar 
with that literature? 

A. Not that specific figure, but -- 

0. Woulidipatabeniairntocsay rancany 
event, that you are familiar with the fact that you 
may have a high proportion of. patients at toxic levels, 
based on the literature? 

A. ieephink it as really quite 
variable from hospital to hospital and patient to 
patient. 

0. Let us deal with your hospital 
then, let us be specific. Are you able to assist us 
as to the levels of toxicity at the Hospital for 
Sick Children, with respect to patients receiving 
digoxin therapy? 

A. Am I able to assist you with 
the levels of toxicity? 

0. Yes. What proportion of the 
patients receiving digoxin therapy would be at or 
above toxic levels? 

A. At any given time? 


0. - At any given time, based on your 


experience? 
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ANGUS, STONEHOUSE & CO. LTD. Baas (je (G8 RilS>.€s 16 ik 243) 
TORONTO, ONTARIO (Strathy) 


A. mao enoOt think = can Oo. ver an 
answer to that question. There may be perhaps one or 
two in about ten or twenty. 

Q. Are you able to give us a range 


in terms of percentages? 


A. NOP NOts reat ty. 
0. I suppose that in your record 
books. and I do understand that your samples that 


are tested on a regular basis, the results are 


recorded in record books kept in your Lab? 


A Yes 
0. And I believe in fact -- 
A. OEVIineDr. Soldin's lab or -somne-— 


where between the two. 

0, A laboratory, in any event, and 
I gather that those record books were filed as an 
exhibit at the preliminary inquiry? 

A. In relation to the period under 
discussion, yes. 

Q. So by looking at those exhibit 
books we will have a reasonably good idea as to what 
the number of patients at or above toxic levels were 
during that time? 

A, Yes, ard also if you “look at 


the preliminary inquiry evidence, I was asked to 
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ANGUS, STONEHOUSE & CO. LTD. Bilis, er.,ex. hey) 
TORONTO, ONTARIO (Strathy) 


report - there were about five. Now, admittedly it 
does not report on whether it was between 2.5 and 5 
or 2.0 and 5 but it may give you some indication over 
thatuperl od. of .time,or. subsequently. 

0. Inathes. Courses of athatb.angquiry 


you gave evidence on that very point, then? 


A. wes: 

0. The number over that level. 
A. About 5 nanograms per ml. 

0, Bucs youscannot,..cell us today 


as to the number or the range of patients that fell 
in that category? 

A. No. 

Q. I was not sure from your 
evidence, particularly as it came out this morning 
in erosssexaminationyby Mrs Bogartjas to);exactly,the 
procedure that was followed when you did your analysis, 
and I would assume, firstly, that when you do a run 
of samples, tests, you are really trying to find out, 
among other things, whether the child is at a toxic 
level, so your primary concern would be,is this child 
EOsACHaee SetnateraLlee 

A. Does this child have a level 
that could be out of the therapeutic range. 


0. Out of the therapeutic range, 
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ANGUS, STONEHOUSE & CO, LTD. BELLS, CrE.ecx. 1128 
TORONTO, ONTARIO (Strathy) 


and that is the reason why you would call the floor 
and téll them that, ifiyou foundiithat asta Lact? 

A. I think I indicated last 
Thursday thatiat the ‘particular period of time’ that 
we are discussing all reports were telephoned as soon 


as they were available. 


0. On every child? 
A. Yes. 
0. Your primary concern however is 


whether the particular child is toxic? 

A. My particular concern? 

0. The reason you were doing the 
tests is to find out whether the child is toxic? 

A, Yes, or sub-therapeutic. 

Q. My question is whether or not 
as a’ regular matter youtdid.a furthercedihutron; \that 
is, suppose your first test shows you that the child 
is,about+4.7\.0r!)5. #j/Astasmatter fof.routine; *would you 
invariably do a further dilution, or would you simply 
say, well, the child is toxic, we know that, we don't 
need ato doaa funthentdilution? 

A. I think that at some stage we 
elected not to report - we elected not to go any 
further than the initial sample. Then we got further 


and further into this problem and we started to dilute 
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ANGUS, STONEHOUSE & CO. LTD. BLiLts, Criex: 129 
TORONTO, ONTARIO (Strathy) 


one in two and one in five and so on. 

0, Do I understand then that at 
some point in your regular routine therapeutic 
monitoring you satisfied yourselves basically with 
the one testing? 

A. Perhaps, you’ know, “back in 1977 
or 1978. I am not quite’ sure. It would also depend 
on sample availability, of course. 

0, What I need to know, please, if 
you can help us at this point is, let us take the 
pelLloc wily 1960" LOMMarchnia Is, “puring that period, 
aS a matter of routine, did you simply take the one 
test on each sample or did you do dilutions as a 
matter of routine? 

THE COMMISSIONER: Where necessary. 

MR. STRATHY: 0° -Where necessary? 

A. T cthenk At was a’ maccer OL 
routine to do the dilutions. If you brought me 
instances where we had reported greater than five 
and had not pursued the matter further, then I would 
not say that that had not happened. I do not remember 
every single result that goes out of my Lab or every 
Single procedure that was in place two years ago. 

0. thet. is ‘absolutely fair, ‘butet 


take it that today at least your recollection is that 
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aswa Matter Of Teutine: you did ido,a further dilution? 

A. Yes, in many of the instances, 
as we will come to later, we were doing further 
dadutiorss 

Q. And I take it we will see 
those further dilutions in your record books? 

A. Oh, yes. 

0. I take it the ability to further 
dilute is subject to that one qualification that you 
have mentioned already, namely that there be enough 
specimen or sample available to do it? 

A. YesfolrthankfsolurThe other 
qualifier might be that if we were to determine that 
a sample had been taken at an inappropriate time 
there might not have been any further indication to 
further dilute that individual sample. 

0. I would like to ask you about 
that because you mentioned in your evidence last day 
that on occasions where you had found abnormally high 
digoxin levels as part of your routine monitoring, you 
yourself would contact the ward, and I think you 
mentioned that in some cases those were explained by 
recent administration of digoxin? 

A. Yes: 


0. Thereby inflating the digoxin 
level? 
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TORONTO, ONTARIO (Strathy) 
1 
2 A Yes 
zg Q. I take it from what you have 
4 just said that when you found that out, that there had 
: been recent digoxin administration, you might not 
bother performing a further dilution? 
: A. Thathiwvs Gormrect, wes. 
7 0. But do I also understand that 
8 there were some cases where you yourself inquired of 
9 the ward about high levels and did not discover there 
10 was recent administration? 
11 A. There may be indications like 
191 perhaps the child went into renal failure - kidney 
failure - at the time the blood was taken or shortly 
before, and so digoxin had been given, which was quite 
a appropriate, but the child's condition changed. 
15 0. So that would be something, 
16 renal failure, for example, that to you on inquiry 
17 would explain high levels? 
18 A. eS 
19 Q. Was there anything else that 
. you discovered during that period in the course of 
these inquiries which you made which accounted for 
IA 
high levels? 
22 | 
A. Nothing that immediately comes 
23 to mind. 
24 
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} Do you recall any occasions 
where you saw high levels, sufficiently high levels 
LO. peak yours curiosity.,.0om give, you concern ,bhats~were 
not explained in some way by the ward staff or the 
treatment that you observed? 

A. fcan t think (Of any, offhand. 


We are not talking autopsy samples here, are we? 


0. No. 
A. Okay. 
0. But on that subject, I do not 


think, as I understand it at least, you were not 


analyzing autopsy samples as a regular matter? 


A. Thais correct. 

0. Between July 1980 and March 1981, 
in any event? 

A. Not sais) ai Feqular, Mabter.,. no. 

0. Were you doing it on occasion? 

A. One was done, as I indicated 
before. 

Q. Apart from that I take it you 


were.not doing, it? 

A. No. 

Q. On the matter of this Substance X 
about which we have heard considerable evidence, I 


take it from what you have said that your own 
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observations at the Hospital for Sick Children 
basically support what we heard through Dr. Seccombe, 
that is the existence of some substance in the serum 
of young infants which apparently gives high levels 
orLadzgoximaonGkRiAbanalysis? Is that fair? 

A. Yes. 

0. You mentioned, I think, two 
things. First of all, the several tests that were 
done at the Hospital on children not receiving digoxin, 
which showed up these levels and, secondly, your own 
observations of children with high readings of digoxin 
who apparently showed no signs of toxicity? 

A. And the literature relating to 
that phenomenon, yes. 

0. And the literature, which 
attributed it as did you, to an apparent ability on 
the part of young infants to sustain relatively higher 
levels of digoxin than older children or adults? 

A. eo 

0. So both those observations 
support, in your experience, the conclusions that 
Dr. Seccombe has reached? 

A. yes. 

0, Would you also agree with 


Dr. Seccombe that in light of his findings as 
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confirmed really by you, there is some considerable 
doubt as to the reliability of digoxin RIA measurements 
in the serum of infant patients or at least certainly 
the infants under three months. Would you agree with 
his observation about that? 

A. Veo. -think' nis observations, 
the observations in Washington, the observations of 
the Paediatric Clinical Chemistry Conference, the 
observations presented recently in Quebec City that 
he alluded to, I think all these would point to some 
caution in interpreting values at that particular 
age. 

0. Now; Doctor, you produced in 
the course of your evidence the extracts from the 
Residents’ Handbook. I think you have the original, 
Can I see the original handbook for a moment? 


A. Yes. 
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2 OQ. Do you have a copy of the 
iS extraGeeein front of you, Doctor? If not maybe ‘we 
4 can give you one. 
: A. On, Okay. 
ere I gather from the preface 
° that you yourself are a member of the Handbook 
é Committee? 
8 A. eta S, «OLS ct,, 
9 Q. And you have indicated that 
10 you were responsible, at least in part, for the 
11 chapter on biochemistry? 
12 Ne Yess 
‘OF And this page 365 comes from 
| that chapter pals pLhotinights? 
i A. thatts correct, yes.. 
15 oF By the, Look .of) it,.sthis 
16 Handbook appears to be basically a Bible for 
yy, residents of the Hospital. Is that a fair 
18 descriptaon-of it? 
19 A. You could use that expression, 
| yes. 
20 
on Lt is more or less intended 
‘a to be a guide to the residents in a variety of 
22 Situations and for a variety of procedures? 
23 A. Yes. 
24 
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Q. Now, if you look at this page, 
page 365 on Note 2, it Says: 

"Premature and low birth weight 

infants appear to tolerate higher 

levels but may not necessarily 
benefit from them." 

That's what you have just told us 
about I believe, the observations in the literature 
and the observations that you yourself have made, 
Ls thaterioqnt? 

A. Yes. 

O: And would it be fair to say 
that up until fairly recently at least that was 
pretty much the traditional wisdom with respect to 
infants and the treatment of digoxin, that is 
they can tolerate higher levels than adults? 

A. Yes) Dr think- iat. is 
controversial, that -particular area. 

(ey Bue certainly up untal 
relatively - it may be controversial now, but 
certainly up until relatively recently it seemed to 
be taken pretty much as gospel that the premature 
and low birth weight infants could tolerate higher 
levels? 


A. Well, I did give: the references 
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to that, if anybody wants any further information. 

O. Yes.. 

a They could always go to 
those references. 

er Bute, L-take 2t you" took them 
to be sufficiently established that you were 
prepared to include them in the Handbook at that 
time? 

A. Yes. 

Os And I gather from what you've 
just said that certainly in light of Dr. Seccombe's 
Lindingssthat may,not insfact,be, true, that they 
don't necessarily tolerate higher levels, in fact, 
they may simply have higher readings because of 
this Substance: %, isy that notwso? 

A. That would be one interpretation, 
yes. 

OQ; Certainly I take ita 
sufficiently plausible interpretation that you were 
prepared to agree with me a few moments ago that 
Dr. Seccombe's findings may explain that phenomenon? 

A. Yes, I think until Substance X 
is isolated, purified and its pharmacological 
action, if any, has been established, it's pure 


speculation. 
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Og Well, let us put it this way. 
Presumably in the next revision of the Resident's 
Handbook, it may well be that Note 2 is deleted, 

Or at least substantially altered. Would that not 
be fair? 

A. I don't know of any specific 
references that have totally 
contradicted that very cautious qualifying statement. 

O% What cautious qualifying 
statement is that? 

A. That the situation appears to 
be a little equivocal and that they appear to 
tolerate higher levels, but they may not necessarily 
benefit from them. 

OF But surely what we have heard 
ExOom both vouwvand “Dr's "Seccombe is ‘that 1Tt"’s* not 
higher levels that they're tolerating, it is simply 
a certain level of digoxin and then another level 
of Substance X which is in effect cumulative? 

A. But in many infants the level 
of Substance X I think Dr. Seccombe indicated was 
Oe iOS, 

Q. Yes. 

A. Which is almost within the 


analytical error for measurement of most digoxin 
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methods. 

On And: En o&bher jintants: I think 
you said that it went as high as four? 

A. In the isolated cases, yes, 
using the NML kit. 

oF Well, shall we take it then 
that this is going to remain the same, this Note 2 
in the next edition or will it likely be changed, 
do you think, based on what you know today? 

A. I see no real reason to change 
thatsatsthasspointa, [ia thesworkisis..done,. which 
suggested that this is no longer valid, then 
obviously that will have to be considered. 

oF Well) p-just with reference,~to 
that, you have above the notes, you have the values 
of digoxin and you pointed out there I think that 
the ranges shown there as far as you know are 


aduibtveranges worswthat night? 


A. These are,yes, in the American 
Medical - Journal of the American Medical Association. 
OF And the article that you 


referred to, as far as you can tell, were for adult 
ranges? 
A. Yes. 


Q. And those ranges suggest that 
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47 
p} ie tive optima. trange for adults: would be <5) to 2.5 
a nanograms per Millilitre,. ds) thatirught? 
4 A. This was my understanding at 
: the time this was written, yes. 

©O.. nae would. Getanot be fair to 
, say that a doctor reading this, a resident reading 
; thas would conclude thak: whike (.5 to a2) nanograms 
8 per millilitre may be optimal for an adult, a 
9 premature infant, or a low birth weight infant may 
10 |) well be able to tolerate higher levels than that? 
11 Wouldn't that be the logical inference from 

reading that? 

12 

a Yes, (butvagaim sy may not 
fy necessarily benefit from them. So, I would hope 
si that these residents would go to the literature and 
15 read for themselves the information given there. 
16 ‘ey I see But certainly on 
17 Shiacesceading Ofvit Pat ivwould appear that the 
18 child can tolerate it without detrimental effects? 
19 A. That may not necessarily 

benefit. 

20 

Q. AbbaragntendBRtwthereyilenne 
ee suggestion that there would be detrimental effects, 
22 is there? 
23 | Ae Well, do you have some indication 
24 | 
25 
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hat ehere iis? 


O\. Well, -bitiwasking wou se .bs 


there any suggestion there that there is detrimental 


effects? 
A. Above what level? 
ee Aboveipihe: }.S. tOjp2). 32 
A. Yes. Well, in some studies 


Note 1, digoxin of above 2.5 or above 2 was 


pOorential ly toxic. 


Q.. Yes. 

A. Levine rot Clear: 

oe Well, what I'm asking you, 
Doctor - let's be clear that you understand my 
question. 

A. Sure, 

‘ay This appears to indicate that 


5 to 2,5°1s. the, optimalwange, fom ylherapeutic 
purposes.» Am, Ty tidhe iso: tar? 

A. Yes 7jaccordang ‘tosphat 
reference. 

Og ALL, right . And, then, Note: 2 
seems to suggest that premature and low birth weight 
infants can tolerate levels above those reference 
values that you have put in there, as I read it, 


without detrimental effect? 
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4 

2 AG This is what the literature 

3 WOULQ™=SouUgcCdeSt, DULL LZteis avycontroversiral Intervature. 
4 OF Well, the»-controversy, as far 
5 as Note 2 seems to be concerned, is that it may not 
: necessarily be of benefit. 

A. Bur Note “> =-Sourkeep 

: skipping over Note 1 which says: 

= "Digoxin above 2.5 or above 2 was 

9 potentially-toxic.” 

1Q|| . OF Yes. 

11 oes Now, you know, would it be 

12 possible for you to read this literature and then 
13 come back and ask the questions perhaps? 

ae Oe No, hiwould wather! do 2 just 
" now 22 you doen tc mind. 

Me A. Okay. 

16 ale What I'm asking you is, would 
17 a resident reading this not conclude that’a 

18 premature or low birth weight infant could tolerate 
19 higher levels? 

20 A. That-may be the conclusion that 

he might come to. 

am O% het TLonk. “Whar 0 asking 
a you now, today, iS tat, i Lone OL ae lee 

a4 know and all the literature you've read and what we 
24 
25 


. 
* 
i 
‘ 
‘ 
7 
{i 
vd 
t 
4 
Lae j Pe 
P| . 
f 
‘ ‘ 
£ A df .? 


e 
r 


ris beet sv"boy ox 
~@ 


pan, . 
P A 3 of. bas ‘ in et ead 
Ct : By ti) ove »~HaPpiig: ss. now 
ri 
~< rr) 
» d 
fh Ta ie 
. 4 
f ‘ q . del . aed Pa 
‘ : 4 yey ne’ Jat M8 — 
1 
° reget cr docu lf byes ' 
ee freot L© a YA LTE LSSIE0 
> ‘ 
G 
‘ ' 5 
2 i oe 
A FS < ‘4 rf. [Ae 
; . 
i ia 
, f 
j 
j D4 e* 
> ? 
? t f rie 
' 
‘ bree - a iLerke 
‘ ee _ why, ale uae 
-i 
‘ 
+ 1 Sa 
« ' 
if 
F . (bSsort JusbLeet 5 
, ‘ 
{ : . rey Ou te) (3 Gi S? bd 
j; 24 
CT ws 4 =) o ~ one 
talaevel zSenipin 
¢ : i 
1 hm ( hehe - aa ase 
afe@ 
: 7 Ln on © i : 
.OF Smon trpim eft 
AY 6 4 i 
7 | - rts 
"i on 2 Se a4 - A a , <M 
we 
; ; > 2G 
$dpii of Yadd #2  .yebod .woa woy. FF 
bia, A. & a B78: << ‘, a 1 has , a » a Bez 
j o ¥ 7 =i 


< a 
Pre cou \4 


wisiedel ord Ais be 


a il ae rt MA i 
ar a, 
‘ 


24 


a2 


ANGUS, STONEHOUSE & CO. LTD. Beles fj KCNG Peper CaS 
TORONTO, ONTARIO (Strathy) 


have heard from Dr. Seccombe, is that an appropriate 


conclusion? 
A. ih cohen. 1 speves. 
Or. PAP eee Cian YO, 
A. Tf I understand the question. 
OF If there is any doubt, let me 


Knowoand Gawild askaateagadin. 

A. Are you Saying, are the papers 
in the literature which suggests that perhaps 
infants can tolerate levels higher than 2.5 without 
manifesting toxicity? 

OF I'm asking you, and I may have 
to have the reporter read back my question, but I'm 
asking you --- 

THE COMMISSIONER: TPeabnitinkie dab. ao 
iSiof anymhelp, fzomiwhabit understand the question 
to be is that in the Handbook, whenever it was 
written, you said that premature and low birth 
weight infants appear to tolerate higher levels? 

THEeEWETNESS: Yes, 

THE COMMISSIONER: Now, is there a 
possibility thathuclismmorstharerhevetGlerate higher 
levels but that they just have a reading which is 
higher for the same amount of digoxin. That 


question was probably put even worse than has been 
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but before, but geatecewatishe's asking. «Limenot. too 
sure that it really matters what the answer is 
because we've heard the evidence, you've heard the 
evidence. 

THE WITNESS: Yes. 

THE -COMMISSPONER: © And Le Dr. 
Seccombe was to be accepted, or his evidence to be 
accepted, there apparently is some kind of substance 
which distorts the reading, at least under the RIA 
method. 

THE WITNESS: Yes, I believe that's 
the case. 

THE COMMISSIONER: So, that may be 
thew answer. eeirotesyaltethat Auch inkeMr.|Strathy 
is trying to get to you. Now, if you were to re-word 
this, premature and low birth weight infants may be 
able to tolerate higher levels and may also record 
higher levels than actually exist because of some 
substance in their make-up. Would you accept that 
as a, proper- statement? 

THE WITNESS: sure, ves. 

THE COMMISSIONER: Well, that’s the 
kind of amendment Mr. Strathy is trying to get you 
to agree to. 


THE WITNESS: Okay. 
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Nie otha Ov Would you.gqo 


along with the Commissioner's amendment? 


A. In the light of present 
knowledge. 

THE COMMISSIONER: You don't have to, 
you know! 

THE WITNESS: “The matter is 
exceeding --- 


THE COMMISSIONER: My qualifications 
are nil, but that's what the evidence seems to 
disclose. 

THE WITNESS: The matter is 
exceedingly complex. Digoxin readings with some 
kits may measure Substance X plus digoxin. The 
literature cited in 1977 and '78 before and since, 
without knowing the exact ee Me, of the 
digoxin method in relation to digoxin and Substance 
X, without knowing exactly what those specificities 
are, it is almost impossible to read the literature 
in retrospect because of this simple point. 

THe COMMISSIONERS” "Yes, all Tighe. 

MR. STRATHY: “O. Would “you not. go 
so far as to agree that perhaps in light of what 
we now know about Substance X, it might be advisable 


to include some further qualifies into Note 2. 
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Would.vyou go as far ae nee 

A. Eoaene, Overall lueédartoraot ihe 
Residents' Handbook at the next edition will permit 
me to expand on these already lengthy notes, then 
perhaps that might be included. 

o:, Ll thinkwihat tsapEpebabLywas 
fateacgdm Gaikedystostakeyyoumat Ghisspomnt. 

Mr. Commissioner, I'm going to be a 
while further. I don't know what your plans are. 

THE COMMISSIONER: Well, «we.can 
Kise now... wonder «1i.we, could ytake a,poll?.. Mr. 
Hunk, uoOWstong. will “you be, do you think? 

Mik. HUNTete - weuld think .teniminutes. 

THE COMMISSIONER sMie. Bohr? 

MR. BUHRs I don't have any questions. 

THE COMMISSIONER: Ms. Goodman? 

MS. GOODMAN: No questions. 

THE sGOMMISS LONER: o Mie. eYoung? 

MR. YOUNG: I don't have any questions. 

THE COMMISSIONER: Mr. Ortved? 

MR. ORTVED: No questions. 

THE COMMISSIONER: Mr. Labow? 

MR. LABOW: No questions. 

THE COMMISSIONER: Mr. Tobias? 


MR. TOBIAS: About ten minutes, Mr. 
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TORONTO, ONTARIO 


(Strathy) 

” 
2 Commissioner. 
2 THE COMMISSIONER: Mr. Olah? 
4 MR. OLAH: No questions, Mr. 
5 Commissioner. 

THE COMMISSIONER: Well, I think we 
; might get through this afternoon, I don't know. 
: Would that be convenient to you, Mr. Lamek, or Ms. 
8 Cronk, if we could get finished this afternoon? 
9 MS. CRONK: Yes. 
10 e THE ‘COMMISS TONER: ~ Ob, lm sorry, 
il ILOEGC@ about Mr. Scoce whose? gou. a Large part to 
12 playeanr these 
; MR. SCOR: Ct Mr. Strathy keeps on 
a the straight and narrow, no questions. 
se MR. STRATHY: “1° [i do my best. 
1s THE. COMMISSIONER: mel Cronk, dc 
16 you have any re-examination? 
i7 MS.CRONK: A very brief re- 
18 examination. 
19 THE COMMISSIONER: Well, we might: 
a make it this afternoon. Well, let's rise for, what, 

what do you want, 15 minutes or 10? 

21 

MS. CRONK: Ten. 
a Mei SLRATHY: I> think I. may (be a 
23 while, so, the shorter the better if you're hoping 
24 
25 
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Lo finish Ciits sat ternmoon . 

THE COMMISSIONER: The only problem 
is, if we say ten minutes and people then take 15. 
However, as long as you only take ten minutes, then 
we're Okay. 

Me. GURATiY:. NO. "Well, I"m Saying 
I may be a while. 

THE COMMISSIONER: You and the 
witness ten minutes and I don't really care how long 


the others take. 


--- Short Recess. 
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SelM E CSUMiMn Gg welts > 25) OD calls 

THE COMMISSIONER: Mi. So ctrathy. 

MR Se leaves eTnank ou, ME. 
Commissioner. 

ae WOCTOL, ‘relerring back “tO the 
Resident's Handbook page that you have in front 
OSsVOU, Pade: o6o) maLMune TVELy LOp undaer Digoxin, 
there is a reference that says: 

PioOte! [hie assay Cannot be done on 

blood of patients treated with 

aigqutoxin, " 

Can you explain that reference to us, 
please? 

A. Because of the cross-reaction 
SE "drqrtoxim, Only about “per cent of ithe "digi= 
toxin compared with digoxin would cross-react in 
our assay, so it is not really recommended for 
patients who are being treated with digitoxin. 

DROOL I Osi Ss) Wiseeriilt 
the Hospital For*sick Cntldren.) lhe ise that 
this book is sometimes used outside and, although 
it is not very ‘commonly “used, I think that qualifier 
has to be given. 

oy SO, ~tereitressily’ not tists. 


cannot be done; it is just that, if it is done on 
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blood of patients treated with digitoxin, you won't 
get an accurate, reading ? 

A. BREEN 

er DS tA COV ay hate 
result you would get would be about 1/1000 of the 
actual reading? 

A DoLaink it would probably be 
GLVLAS OL Cen Or PALO) Ore 2 bOU.. There are 
specific digitoxin kits available on the market if 
anybody wishes to use those. 

OQ. That is what I was wondering 
rehexe ht ays 

Going down to Note 3, which we haven't 
discussed ‘and waich 1 think) 2 understand, <am 7 
correct m understanding, that where the child is 
either under three months of life or is suffering 
from renal. failure, the body 1S not able to clear 
Chew Gouin oOureas,elLitclently as it vmicgtve, other- 
wise be able to do? 

ee oe 

OF And .the- etfect<of that 13 that 
you may have higher levels of digoxin in children 
with either immature renal appearance or with renal 
disease? 


A. Yes. 
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OF tAaNOte 4, you say: 

"In adults, hypomagnesemia or hyper- 

kalemia may predispose to digoxin 

toxicity even when the serum digoxin 

ie optimal.” 

TSAChHACEinaind borne! out’ with 
respect to infants as well? 

A. AS™tar- aso Iam Gware, Pe ws, 
but you would be better to ask a physician about 
that. The particular reference that I gave there 


in the Quarterly Journal of Medicine -- 


OS Yes. 
ae -- relates to adults. 
Os Canvyou braetiy, in words that 


we might understand, tell us what hypomagnesemia 
is and what the other words mean. 

ae This is a low magnesium level, 
hypomagnesemia or low level in the blood serum or 
plasma. 

O%. So, “hypo" means low? 

A. Yes. Hypo or hyperkalemia, 


was that the other? 


Ls Yes. 
A. This relates to the potassium 
level in the blood or plasma or serum. "hypo" being 


Sdpim 
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low and "hyper" being high. 

QO. So, when those conditions 
exist, you may have the symptoms of toxicity without 
the actual digoxrinecount rerlecting toxicity? 

A. The symptoms shown by the 
patient may be modulated for a particular digoxin 
level by these alterations of plasma electrolytes. 

OQ. Conditions may be..., excuse me? 

A. May be moderated, may be 
varied, may be affected by these different substances. 

OQ. So, you have some of the 
symptoms of toxicity without necessarily the serum 
levels which would reflect toxicity? 

A. Or vice versa. 

OQ Now, I want to refer you to 
another page in the Handbook, and unfortunately I 
don’ have 2.bcopied, Dut myofelend: Miss Cronk, 
has an extra copy. 

IM Sorry. Mi. Commissioner, lb done 
have a copy for you. LT just have this: copy. 

Li 2s at spage 200: However, perhaps 
we can have a copy made of it at some later point. 

Page 200 is under the section dealing 
With. “Card ology, . 


Did you have any responsibility at all 
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for/tLhius sect lompcoecrteg: 


A. Gy gmeieno Oi tr 

ne If you would look at page 201 
under Heading No. 4, it is talking about the treat- 
ment of congestive heart failure, and it says, first 
of all, "Bedrest”; secondly, "Oxygen das required”; 
Phd POLY Dt are cist. 

Stopping there for a moment, as I 
understand it, renal failure is a common symptom of 
congestive heart failure and, in those cases, the 
treatment with diuretics is often prescribed. 

Does your knowledge permit you to go 
that abo not? 

A. There 1S a fluid overload and, 
so, diuretics are prescribed. 

OF rn congestive heart failure? 

A. Yes. In certain types of 
congestive heart failure. 

ee, And carrying on at page 201 
under Heading No. 4,' “Digoxin”, 1t talks about the 
administration of digoxin to patients with congestive 
heart failure. 

If you look at the bottom under 
Aly Lt Baye: 


"Chronic renal disease. Use dose 
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ACCOrGInG™"to Serum, creatinine or 

BUN levels. Monitor dose by serum 

digoxin levels (therapeutic levels 

equals On seco, le’ nancarams per? ml)" 

Do I understand that to mean that 
the therapeutic level of digoxin in the patient would 
be in that range? 

A. Yes. The... 6 co 1.6 nNanograns 
per ml.is a figure that*we" initially used, certainly 
when I came to the Hospital in 1976. 

Untri’ your mentroned it, f) was not 
aware that, on page 201, this information was given. 
This particular section was prepared by probably 


a Cardiology Fellow, I would guess. 


Or i*m, Sorry, yous were not™= aware 
OL that? 

DS No; wasn't," not 

Q wustsa Second now, lt have your 
book. 

As Tedont as thankliwas aware. 

0. T@think’++" I*don"t Know TF 


that is? your nandwriting er Not. Te says). "see 
Biochem," 
A. oh; *vyess> -ORay. 


OF Ts that your handwriting? 
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A. I must have been aware of it 
at some time. 

UP Dealing with this sub-E, am 
I right in understanding that the levels there, 

-8 to 1.8, are the therapeutic range being indicated 
by the authors of this section pertaining to treat- 
ment of patients with congestive heart failure? 

A. Yes. 

0, And we can see then that that 
range is somewhat different than the range that you 
have indicated on your notes on page 365; is that 
Lishty 

A. Yes. I think this ties in 
with Note 1 on page 365: 

"The serum concentration over which 

toxicity becomes more likely is not 

clearly defined and varies between 
individuals. In some studies, 
digoxin above 2.5 or 2 nanograms per 

ml was potentially toxic." 

I suppose we could add to that that 
there are some studies that would indicate that levels 
of 1.8 nanograms per ml are potentially toxic. 

aP Well, this note at page 201 


doesn't include any qualification. It suggests that 
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ANGUS, STONEHOUSE & CO. LTD. a alates 


TORONTO. ONTARIO 
Cheexs (stLathy) 


the therapeutic level is .8 to 1.8, which even 1.8 
is below the lowest range that is suggested on page 
Booey’ tsner that correct? 

A. The 3 iste .B 

Oe 1.8 is below the lowest range 
that you suggest at page 365. 

A. Yes. 1.8 is below 2.0, yes. 

0. Which is the lowest range that 
is even remotely suggested at page 365. 

A. COrreces 

©; So, apparently at least, there 
is some inconsistency between ees is shown in the 
congestive heart failure section and what is shown 
in the biochemistry section -- 

me ves: 

Ob -- as to the appropriate 
therapeutic range? 

Mr. Commissioner, can I undertake 
to have a copy of this made and file that page as 
the next exhibit, please? 

RHE COMMISSZONER= Yes, we will do 
that tomorrow. 

MR. STRADHY rOul avEelitsee 2G Tmean sect 
somebody to do it right now. 
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ANGUS, STONEHOUSE & CO, LTD Ellis ao? 


TORONTO, ONTARIO 


Gagenw. (Strakiv, 


Handbook, I may have run out of questions! 

As fi think Lt was my Handbook, 
Wile Tissier tee 

OF Let me>take Miss Cronk’s. 

There is also a section at page 204 
which is entitled "Routine Treatment of Digitalis 
Poisoning". 

I want to ask you whether you are 
familiar with this portion of the Handbook dealing 
with treatment Of digitalis poisoning. 

A. Tecon st -ehenk sane 

(Oke Have you ever had occasion 
to read it or see it before? 

A. I don't know whether I have 
written any comments on my copy on this occasion. 

What specifically would you like me 
to srertenr (Le7 

OF I am just wondering whether 
you have read it. Tuam going tomirefer you sto one 
or two sections in a moment. 

Poe pr don et know wietier i "wave 
read through the whole Handbook. 

Or Can you assist me on this? 
is: the reason for the’ inclusion of this. patticulaxz 


section the possibility that a child may come across 
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ANGUS, STONEHOUSE & CO. LTD, BiLLis 


TORONTO, ONTARIO CeCe. (Semel) 


a parent's or gpandparent is. digitalis wand accidental-— 


Ly esweLbOw elite ILS vthatewhy at. issineiluded? 

A. Yes. This has happened on 
some occasions. 

Q. Sof seus dealt owirthoas, an 


example -oreonesots the potsonswthat.a chiid may take —-= 


A. Va om 

©. ~~ by .accident.from time to 
time? 

A. wes, 

CG) Tot USAW whtoLs i LnCludec lin 


the Handbook, -1sethat 1? 


A. Mes There waS a case very 


recently, in tact, 


Ox Imayour hospital? 
A. Yes. 
O. It says, under this note: 


tSymptoms .occur s3 0 ;minutes tovsix hours 
after ingestion, usually nausea and 
vomiting, initially.” 
Do you know enough about the symptoms 
of digitalis poisoning to be able to say whether 
those are the accurate timeframes for the occurrence 
of poisoning symptoms? 
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ANGUS, STONEHOUSE & CO. LTD. Pigis 
TORONTO, ONTARIO cr.ex. (Strathy) 
Q. Do you know enough about the 


symptoms to be able to say what the symptoms are? 


A. Of the vomiting? 

Or And nausea? 

A. And nausea. I understand 
that is some of the symptoms that may -- yes. 

@* L“would: TKkeriorask- rt 


Exht bit -14"can rhe put an front of you, please. “That 
is the materials from Antibodies Incorporated. 

You mentioned this morning in the 
course of cross-examination, I believe, that there 
were two types of interferents which might create 
a misleading digoxin level. I think you called one 
analytical interference and the other physiological 
interference. 

Do you recall your evidence about 
Ehat this morninge 

At VYeou (eo COM i (Litt. bee add 
"misleading". 

obs That is my word, I suppose. 
What word would you use? 

A. Well, I don't know. 

On What is the result? Is the 
result of those interferents not to produce readings 


which "are inaccurate”*or do not “accurately reflect 
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ANGUS, STONEHOUSE & CO, LTD. Filss 


TORONTO, ONTARIO 


Crvex. (Strathy) 


the true digoxin in the system? 

A. It is my understanding that 
certain drugs that may be co-administered with 
digoxin may affect the handling by the body of 
dagoxunsand cause a, true,elevation; of digoxin, in 
the patient's plasma. That; 1Ss.one) type: 

Oui That 1s the physiological 
type, 15 it note 

te Yes. 

OF But there.is also another 
type that you mentioned, and that is what I think 
you called the analytical situation. 

A. Yes. 

ole Where, in effect, you are 
reading digitoxin, or things dike digoxin rather than 
digoxin? 

A. hess 

oO. The result of either one of 
those "interferents" is to produce, if you will, 
inaccurate readings if you are reading for digoxin? 

A. No. Titik; ine tne settee 
case, you are getting an accurate digoxin reading. 
It is just that it is raised from perhaps a normal 
level to perhaps an abnormal level as a result of 


impaired excretion, perhaps brought on by this other 
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ANGUS, STONEHOUSE & CO. LTD. roles AES, ah 


TORONTO. ONTARIO CYr.ex. (Strachy) 


GIG. 

Os, AL Tight. Phe Svar 
DOIN... So. that, really, ian the first. case that 
you are talking .about, the physiological situation, 
the physiological interferent, what you are doing, 
in effect, is boosting the digoxin level by the use 
of some other drug? 

Ay Yes, or preventing its. excretion 
by the body. 

eA Are you able to. tell us what 
type of drugs have that physiological effect? 

A. I think that quinidine alters 


the distribution. of digoxin=by the body. 
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ANGUS, STONEHOUSE & CO. LTD. Dibig, er, ex. 1162 
TORONTO, ONTARIO (Strathy,) 
0. And that in fact is mentioned 


in your requisition form? 


A. eas 

0, Anything else? 

A. Lethink, the aldactone.» 

0. Aldactone, spironolactone? 

A. Peat competes wrth digoxin “fox 


excretion but “LtOwouldMbe better}tocelarifyethus wath 
a pharmacologist. 

0. Are there any drugs, offhand, 
thatiyouwaze able to thimk ofenowwthat shavetthat 
effect or not, other than you have mentioned? 

A. Pardon? 

0. Othersthanethe -quinidine, 
aldactone and spironolactone, is there anything else 


you can tell us an theawayroshdrugsathatwnhaverthat 


effect? 

A. Not offhand, but there are some. 
I think perhaps amiodarone, mtdoes that not interfere 
in that way? 

0, I think that has been mentioned 


askonevot theudriugs: 


A. There are a number of them, us 
believe. 


0. In terms of the analytical 
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ANGUS, STONEHOUSE & CO. LTD. cS he CHIE HEP as res 
TORONTO, ONTARIO (StErachy) 


interference, am I right that there you are talking 
about things like digitoxin and some of the other 
digitalis derivatives? 

A. Yes, 

0. Or compounds that are structurally 
similar to digoxin? 

A. Wesy 

0. Now would I not be correct in 
understanding that you as a Biochemist, involved in 
the analysis of digoxin, would be very interested in 
knowing what type of drugs react with a particular 
antibody for digoxin? As a consumer, would that not 
be of considerable concern to you? 

A. Yes, particularly when setting 
up anmethed roomiserateh. 

0. ALbenaght. As I understand 
your evidence, you made inquiries of Antibodies Inc., 
COMETY Kand chindsoutipustothiaws *whak. sonbioh drugs 
did react with their anti-serum? 

A. Yess 

0. And in fact the Commissioner 
asked you about this question last day when you 
pointed out specificity related only: tothose items 
which apparently had a very low reaction and the 


Commissioner queried you as to what about the other 
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ANGUS, STONEHOUSE & CO. LTD. Baislisveys Or ex. 1164 
TORONTO, ONTARIO (Strathy) 


things that might have a higher reaction and you 
said that you raised that with Antibodies Inc. and 
they were not able to help you? 

A. Leon 

0. Does “that nor "strike “you a's 
incredible, that a manufacturer of a serum like this 
Gannot, tell you; the .consumer, in this day of 
consumerism, what sort of things react with its 
product? It strikes me, not knowing a lot about your 
business, but it strikes me, frankly, as incredible 
Chat they coud NOt teil: you, 

A. Pas Calt@y think as teamareated 
before, there iS no requirement in law for them to 
TretalpeaLs that. spLOormation, aAccoraimnao: to ine 1ood 
and Drug Administration, from what I was advised. 

0. Whether Ramesh’ OF is “nee sa 
legal requirement, surely as a manufacturer, aware 
that it might well be faced with an inquiry from 
potential users, surely you would think at least that 
the manufacturer would know what its anti-serum would 
Peacwe lor 

A. You would hope that when they 
were initially obtaining the anti-serum they would 
have subjected it to an extensive evaluation. 


0. And they would keep a record 
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of those things so they would on in response to 
future inguiries. 

A. I think that would be helpful 
for them Cor,dowthat vese 

0. [Oval at nO surprise vourat 
the time that they were not able to tell you the 
information? 

A. Surprised - what do you mean by 
surprised? 

0. I guess you phoned them hoping - 
you did telephone them? 

| A. Yes, I phoned them asking for 

th2c Ju LOrmar ion, ao Nnicerviist, giving all this detail 
and they did not provide me with one. The only thing 
they were prepared to advise me on was they wrote me 
& letter ,to-indicate that.it.awas Hee specific for 
digoxin and cross-reaction with digitoxin is less than 
2 per cent.or whe SO pegecent, inhibition level sand 
they expressed confidence that the antibody specificity 
would not substantially contribute to any error in 
the measurement of serum digoxin levels. 

0. Could I see the letter? 

A, Yes.» And. this was, about 19 os 
Mae BG em Or AL Oe 0. 


0. December 31, 1981. 


ae 


ae 


Haez2zotuXxe 
a t Vi 
hey 


: 5 4 ‘ ¥ as 
‘Tistinstedge goa blvuow 


A ‘sfrowal cx tt fs orton to snone the pom Say; 


i a a lan Oe 088L to. 7, eanahis 
ee Wee . iS Aine ee 


Ay 
Let sat siodone0: 


rd ; 


ay , 
2 
ae 
rer, 
s j 
TOY, 
Wr ad Cay 
| a 9 
A a ven j 
a tay ' 


24 


a 


ANGUS, STONEHOUSE & CO. LTD. BeRESy Cre SG 1166 
TORONTO, ONTARIO (Strathy) 


A. POU ORAy ye OO bMa St sect ie 


fact that we had been using the assay, as far as’ I 


was concerned SUCCESS MUL ya «since «kayo, tO my 


knowledge without any major problems, I was not too 
Concerned: about that. 

Q. Did you ask them about the 
Telerence Inve xhibit Aeon digoxin“which vou read as 
digoxin, dad ou ask *them.to. clarify that; “iPr what 
they meant on Exhibit 14 was,,digitoxin? 

A. No, Exhibit: 1477s -actuatty 
material that I obtained from Dr. Cherian’ onthe 
23rd of June of this year, so I was not in possession 
of that information at this time = at the time ‘of 
era Set, Weal, 

0. I see. So you are reading 
Exhith kinks ain cioht. ofswhat you were told in December 
OR E1981 2 

A. eS. 

0. And you have not taken up this 
question of whether digoxin should be digitoxin. You 
have not taken that up with the people at Antibodies 
Enews: 

A. Non sa hasve. NOt, NO; but fateh 
light of their lJetter:.it would seem highly likely. 


0. That is your interpretation of 
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TORONTO, ONTARIO (Strathy) bLG? 
what they say in the letter? 
A. Tee. They say the cross-reaction 
is less than 2 Per Cen. The cross-reaction for 


digoxin for digoxin antibody has to be 100 Percent: 
0. BLONDES Tohave page 200, 
Mr. Commissioner, of the handbook. Perhaps that. could 
be marked as the next exhibit. I do not have copies 
for all counsel so perhaps we could have copies made 
at some future time. 
THE COMMISSIONER: Page 2200s ate 
MR. STRATHY: Badges 02.00 vande2.016 
THE COMMISSIONER: I am Just trying 
to find a title for it that is eagles 


"Teo bit NO 19 Pages 200 and 201 of 
Aint cnet mat? the Residents Handbook. 


MR. STRATHY: Q Lastly, if you 
could take a look at PAN OL 7. please, Dr. Police 
that is the article from the Journal of American 
Medical Association. 

THE COMMISSIONER: PRON tase lat kent 
have that. 

MR. OLRATHY: I am afraid you are 
going to have to give us a little bit of assistance 
in one area. That is with respect to the reference 
in the headnote or summary at the very beginning of 


the article where it talks about recent radioisotopes 
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on board. I am afraid I did not quite understand 
your explanation of what that means. 

A. In the investigation of certain 
children in addition to performing X-rays of various 
organs on the children it is sometimes necessary to 
administer a radioisotope which is accumulated by 
various organs and tissues in the body. As a result 
of this accumulation, various pictures can be taken 
which are helpful in diagnosing certain malformations 


of that "opartioulareorgan:. 


0. Mayall stop you there: foresee 
moment. Is there a name for that procedure? 
A. It is usually called a scan, 


a radioisotope scan of. some sort. 

0. IT.am sorry Ieinterrupted you. 

A. Now, if a child has received 
the radioisotope and the scan has perhaps been 
performed or is about to be performed and a blood 
sample is taken at that time, the blood may contain 
a certain amount of the radioisotope, and it is always 
possible that that radioisotope might interfere in 
some way with the assay. 

0. In what way would it ‘nuey rere 

A. It would conceivably produce 


inadvertently unexpectedly low results, I would think. 
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TORONTO, ONTARIO (Strathy) 
0. Unexpectedly low? 
mM Yes; “bul Ue World ¥dependton 


the actual isotope that has been administered and 

on the characteristics of the isotope and the organic 
material in which the isotope is incorporated, whether 
it bound charcoal or whether it remained free, 

for example, and which assay was being used and 
whether the gamma counter was selected for that 
particubar tSotope,. 

0. But in any event the effect 
would be to produce misleadingly low digoxin levels? - 

A, It could well be to produce 
misleadingly low or inappropriate digoxin levels. 

0. The isotopes that are used in 
that procedure very often have a very short half-life 
which means that they deteriorate very quickly, they 
break down very quickly. They are also excreted from 
the body’ quite quickly so the chance of actually 
getting a sample, analyzing it and repeatedly 
analyzing it over several days and getting a 
consistent answer are really quite remote; but this 
should always be considered with any radioisotope 
procedure. 

0. AM ¢eGght/Yehank* you? * “Thank 
you for answering my questions. 


MRS TBATHY : I havea no further 
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questions. The only observation I might make, Mr. 
Commissioner, is that it would be a pity if the day 
went by and Miss Cronk's art work was not filed as 
an exhibit. Perhaps.I can leave it to her -- 

MSs #GCRONKea- pivimenot suserthatais:ra 
prbywatral ds eMps .Commissioner. 

MR. STRATAYcdsaTheyimakethe anter=- 
DECtaC Onseel Pane wEransermipe | moreyanteliagable, but fT 
will leave that up to her. 

MSenCROnNKe) +h doyhayena copydofieit, 
Mr. Commissioner, if Mr. Strathy would like it marked, 
thatetsefane. 

THE COMMISSIONER: Apparently he has 
left) iteup to; you so you can consider that, whether 
you "want to putbiait) in Smphot? 

Mreghvn ty 
CROSS-EXAMINATION BY MR. HUNT: 

0. Drei bilische Youmare a Clinical 
Bilochemist, is Ebat. correct: 

A. VES 

0. And you have no experience 
whatsoever in forensic toxicology? 

A. That is correct. 

Q. And you would agree with me 


that there is a significant difference between the 
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TORONTO, ONTARIO (Hunt) 
GG.10 . 
i 
2 two fields of chemistry, that is yours and forensic 
3 toxicology? 
4\ A. A radioisotope performed with 
5 a kit in two different laboratories may be really 
6 quite similar but the objectives of the two laboratories 
are quite different. 
; Q. From what I have been able to 
8 absorb over the last several weeks, a forensic 
9 Cox icoloqist 18 “concerned, "in addition to’and perhaps 
—-1Q) - prior to being concerned with levels of the drug, 
11 he 1S concerned with specificity, that is, identifying 
12 the presence of a particular drug in a sample? 
13 A. We are also concerned with 
: spect Tea ty, (CoO, 
i 0. Would it not be fair to Say, 
: sir, that in most cases you are aware of what drug it 
16) is that you are analyzing, and the question is what 
17| is the level that is’ found in the sample? 
18 A. I would hope we measure ~ you 
19 know, I would hope that we were measuring the drug 
20 that we thought we were measuring, if that was your 
| question: 
ya 
22 
23 | ? 
24 
20 
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Oe Well, sir, when the request 
comes to you to do an analysis of a sample, you 
Know at that point in,fime,what ituis you!'re,looking 
for, you are attempting to establish a level of 
that particular drug? 

A. Yeso.. 

Q. Phe forensic toxicolegist.on 
the oOfoer band may well vba .ooking for) a drug ina 
sample at the outset he has no knowledge or little 
knowledge and then seeks to establish a level of 
it once identified? 

A. Yes. There are some clinical 
chemists who would have the similar problem to the 
forensic toxicologist, an overdose case where it 
isn't clear what drug has been given. Those 
clinical chemists may be called aren to analyze 
for several drugs.and do. various drugs screens but 
Il. personally ,don)t do.that. 

Oe Tn che ae of clinical chemists 
that are called upon to examine samples in connection 
with overdose, the samples they would be examining 
by and large would be from a living person? 

As Not necessarily but they may 
well be. 


QO. In most cases I suggest they 
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(Hunt ) 
would be. 
Pov Yes. 
(Ge And in the cases where they 


aren't, I suggest they would be samples that would be 
taken fErom the body in a period of 12 to 24, perhaps 
36 hours afterwards? 

A. I think this would usually be 
the case, yes. 

, And a clinical chemist would 


not normally be called upon to analyze: putrified 


samples? 
A. Derinitely not. 
cm Nor hemolyzed blood? 
A. Hemolyzed blood? 
es Hemolyzed blood. 
A. Pes oi onal ly hemolyzed blood 


is submitted for analysis, depending on the test 
that's required of that blood, it may or may not 
interfere. 

oe b take 1b that would ibe “rare 
PRaougn? 

A. No, hemolysis during the 
collection of a blood sample is fairly common. 

oe Ad Vat b WOULO bo ies ade 


that. samples of that type of blood =--~- 
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TORONTO. ONTARIO (Hunt) 474 
_ ‘| 
HH3 2 THE COMMISSIONER: Excuse me, what 
3 lg thie kind of blood? 
4 | THE WLTNESS : Oh, hemolysis. It 
5 means what Cievred cell ie slightly broken down, so; 
6 an impure sample of plasma or serum is obtained 
and that hemolysis) mey (Occur aca result of ‘taking 
é the blood sample under difficult conditions. 
2 MR USE: Oe Pais, tube. CCl iL 
9| as the cells in the body begin ,to break down after 
10} death? 
7 
11| A ee 
12 Ov Would it be fair to say that 
13 generally the clinical chemist is involved with 
ts analyzing samples that come from living beings as 
= opposed to post mortem samples? 
i A. Less 
| (Om And the reverse is true of 
17 the forensic toxicologist, or often they are examining 
18 samples that come from deceased than they are samples 
19 that come from living beings? 
20 A. Well, they would quite often 
analyze alcohol from subjects with impaired driving 
vs perhaps and this kind of thing. 
24 Ce Well, let"s restrict at to 
ag samples of bodily tissues and blood. [In that 
24 
25 | 
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shrill Ct Ellis, cr.ex. 1175 
(Hunt) 
4 4 
2 
HH4 econcrexct,, would: FC not= he fair to say that “ene 
"| forensic toxicologist ts normally Gxamining samples 
4 of those substances that come from the deceased? 
5 | A. You exclude biood alcohol? 
6 | e All right, we'll exclude the 
7 case of blood alcohol. 
8 A. Yes, I think perhaps a 
a ; forensic toxicologist, youtcould ask ‘him exactly 
what he does. 
10 
fe. ea Oe Well, I'm sure we'll have more 
il Gran *testerLeying; “sir, ana © wrel: 
12 TNe bo Ceanteuine;y.) 1k Can Dutr) tute 
is way, Sir, is that the methodology that is used by 
14| a clinical chemist requires experience, the develop- 
15 ment of it requires experience in dealing with and 
i, 6 manipulating the types of samples that a clinical 
i chemist normally deals with. Do you follow my 
17 | 
question? 
ae A. We normally analyze substances 
19) that we normally analyze. 
20 Q. In order to become a good 
91 | clinical chemist, sir, one has to ‘have experience 
fe in dealing with those substances that you are going 
{ 93, to be analyzing time and time agian? 
A. Yes. 
24 | 
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CaWBNGS. BRTABIS Bilis, ers:ex+ L176 
(Hunt) 
Ox And you build your methodology 


for analyzing them around the properties of those 
samples? 

AY. Voor 

O7 And by and large those samples 
are ante mortem™samples*thatyeome from living human 
beings? 

AR Yeo, “inecitniveal*bigekemEseury . 

O4 And would you agree with me 
that’ am forensicyroxiecologirsty! in order to become 
good, requires experience in dealing with and 
manipulating those samples that he is going to be 
working with on a day to day basis? 

A. Surcey “yes 

Ox And he builds his methodology 
around the properties of those samples which by and 
large will be post mortem samples? 

A. He would hopefully derive, you 
know, an appropriate methodology for the sample that 
he's dealing with. 

O*% And the formulation of the 
different approach is going to require the experience 
Of the different type of chemist in dealing ice 
those samples? 


A. yes. 
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TORONTO, ONTARIO Billie, C©.ex, nig Bg 
(Hunt) 
a 4| 
2 
HH6 ys DANGAVOU; SiG, asbeanciimieas! 
3 chemist dons typutl yourselt forwardieaswhbeingsinegs 
4 position to comment at all upon the appropriateness 
5 | ef thesmebhedology,thatiahforensic,tokicologist 
6| may develop? 
7| A. How do you mean? 
, On Well, I suggest, sir, that 
. YOU Leenot inka positionyvas,a result of. your: own 
| particular experience as a clinical chemist to 
10 . comment at all upon the appropriateness of 
11 methodology that a forensic toxicologist may develop. 
12 todeal with a situation that is within his normal 
13 activity? 
a i Are you asking me whether I'm 
familiar with a lot of analytical techniques, some 
of which may be used by a ae NA Serco 
” 
a O- NOceSil,; sl Un Suggestingutos you 
17 that you as a result of, your particular. experience 
18 as a clinical biochemist are not in a position to 
19 comment at all upon the appropriateness of methodology 
20 | that a forénsic toxicologist may develop in order 
$4 to meet a particular situation within his proper 
03 | sphere of activity? 
| : A. Well, I may be in a position 
a 23 to comment on the analytical techniques that are 
24 | 
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TORONTO, ONTARIO Chr eos, Lys 
(Hunt) 


being used if required to do so or requested to do 
so. If we are talking about radioimmunoassay for 
example, then I have probably as much experience 
as many forensic toxicologists in radioimmunoassay; 
not of. autopsy samples or not of) tissues. 

O% Well, sir, unless I mistook 
an answer that you gave last week, I was under the 


impression that you don't --- 


MEenaESCOT i: Page, please. 

MROSHUNG: 924. 

ole Youewererasked, sir, at-.about 
line) 146 

"ON Petaketi1tsthensyou,are. not in a 


position,! given your lack of experi- 
ence ine forensic as opposed to a 

clinical setting, tofprovide us .with 
your views as to what might or might 
not be appropriate method of testing 


for, digoxin. int a,forensic+ situation? 


ie Yes i" 
A. Yes. 


Ox That essentially, sir, is what 
I am putting to you, that you, because of your own 
particular clinical experience are not putting your- 


self forward asi an expert, who: dsaan a position: ta 
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comment on the appropriateness of a methodology that 
a forensic toxicologist may have developed in order 
LO ves: [Or avgorin Wy a torensic@ seturng . 

A. Yes, sure.’ | don t “proress to 
Dey LOPENSie COxvCOLOgien, “Le inat tie “ues tion 
you're asking? 

OF NOP uslh. a Wiat oo euUrougi@ Lt 
once” more, ~The question specifically that “I'm asking 
is, I am suggestingwto you that it's because’ of your 
own particular experience as a clinical chemist that 
you are not putting yourself forward as an expert 
Bie one Cerne onOoOLogye that a LOrenSsic: tox coLlogLar 
May develop an» order™ to> test” for dtgoxin in a 
TOrensic situation.) That's the question. 

A’ Lim not in a position to 
comment on immunoassays or high performance liquid 
chromotography. 

OF Well, the question that I'm 
asking is whether you are -- I am suggesting to you 
thac’ you are not, "sir, Sufbfictently gqualitied as: a 
resulst of your inexperience in dealing with forensic 
chemistry to comment at all with respect to the 
appropriateness of methodology that may be developed 
by a FOrensic tOxicologist. 

As Well, that may be your opinion, 


yes. 
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PGE HEROIN) elalibey sch, x 1180 
(Hunt) 
O's Well, I'm suggesting to you, 


Saye mes ata cet Vaucact ? 

A. Welt um tamil iaws witha 
number of analytical techniques, some of which may 
be used by clinical chemists and some, of which may 
besused, by forensic toxicologists. Tf youre vasking 
me whether I'm familiar with those techniques, I'm 
MNerCea ting tha tet,.am. 

oO: Well, would you not agree with 
me, sir, that it takes a little bit: more than :being 
familiar with techniques to comment with authority 
with respect to the appropriateness of the use of 
those techniques in a situation in a forensic 
setting? 

A. ‘+Lethinkjinsbothwenstances 
good analytical technique would be a eee And, 
you know, one would hope that it would have been 
applied in both situations. 

Os Weld, 1} would ywehink htheatagoes 
without saying ~u.six, but the »question tis yvaulittte 
more specific than that,,or my suggestion to you is 
a little more specific than that and, that is, is 
that because of the difference between the two 
fields of chemistry, that is, clinical biochemistry 


and forensic toxicology, that the adaptation that 
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(Hunt) 


might be used by a forensic toxicologist with 

respect to a certain methodology really distinguishes 
itself from the type of methodology that you yourself 
might use in a clinical,setting) that+you, are not.in 

a position really to comment in an authorative way 
with respect to that methodology or the appropriatenes 
Ofait? 

A. let stewiliemake,youshappy:.£or 
mée.to,sayi yes at) this point, we could say yes: and 
continue. I think I have elaborated my qualifications 
to’you on your rather beading question. and I. stick 
by that. If you are asking me about analysis, then 
T have a lot of experience in analysis; if you're 
asking about forensic toxicology, then I have virtuall 
zero experience in that, other than reading a 
few forensic toxicology papers. Is that okay? 

ce You would agree with me that 
other than reading.the, forensic. toxicology papers, 
the absence of experience in dealing with chemistry 
in, asiterencacasetting. really prohibits you. from 
commenting with authority on that type of chemical 
analysis. 

A. Prohibits me from commenting 
with! authora Gy? 


Os, Yes. 
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Be ee age eS Paiste, (Cr, ex. Loe 
(Hunt) 
A. In a forensic sense? 
OF Ves: 
A. ii that will --— yes, okay. 
Ox YOUsoCOnt have Lodo any thang 


to make me happy. 

MRe. SCOTT: Well, Mr. Commissioner, 
isn't the question whether a forensic chemist will 
from time to time use RIA for digoxin and whether 
a biochemist will use RIA for digoxin and is there 
any difference between the two techniques? 

THE COMMISSIONER: ia ae Gone arr 
the questions. 

Di. No COL: Perhaps one of my 
friends will save me the trouble of putting that 
question because the answer is yes. 

MSs GRONK:: That is the question. 

MR. HUNT: Well, I enjoy: 

Mr. Scott's cross-examination so much I'm going to 
leave that question, for him ito put to the, witness, 
Mr. Commissioner. 

Oy: Sir, 1.0 clinical biochbenis: 
purports to be able to speak with authority with 
respect to matters that involve forensic toxicology, 


would it not, be prudent for, us to enguire into that 


particular experience in dealing in a forensic setting: 
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TORONTO, ONTARIO (Hunt) 
AGS Yes, sure, if he went as far as 
Chat, ves 
On NGWjo'sih, an) the period (of 


review, which ie July; "4 o3s0™tnrough tewMarch),=19305 
can you tell me whether or not there was a formal 
Or an informal arrangement with other hospitals 
wierebyetnie Hospital for Sick Children had testing 
for digoxin done elsewhere? 

A. I'm only aware of the one 
instance that I previously referred to in respect 
of - was it Estrella or was it Pacsia. I guess 
weal 1@icone of to" this. 

‘Op Yes, I don't want to get 
specific about it but I'm just wondering whether 
or not this was a formalized arrangement between 
the Hospital for Sick Children and Mount Sinai or 
other hospitals. 

A. Pam not aware Or any clcr 
formalized arrangement for the exchange of a large 
number of samples between the two hospitals. There 
are, aS I indicated, at the Preliminary Inquiry, 
several instances where we have problems with a 
particular assay, digoxin, DHA, sulphate and 
thyroxine and we might exchange samples with that 


hospital on an informal basis and obtain the answers 
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that they had obtained with their method and 
compare them with the answers that we had obtained 
by our method. 

QO. And insofar as digoxin testing 
is concerned, you are aware of only the one instance 
that's *héén referred to by yoursel F'ab the 
Preliminary Hearing? 

Ad Yesseer Chink ’L "may have 
indieated that “in® 19722 vehink~all samples were 
SGNUBOVEr FCOU-Y Or waste 4073 "20a DP Ssamples were 
sent over to Mount Sinai before they were actually 
déns Saeethe “Hospita Peferssick “children starting in 
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On And was there any written 
record kept with respect to samples that were tested 
elsewhere? 

A. Notion eany; formal, basis to 
my knowledge. If there is any evidence in the 
books that are probably currently in police hands 
as exhibits I would be grateful if anybody could 
point that specific instance out to me so I could 
follow it up if necessary. I don't know of any 
formal arrangement that has been made. 

Or Where this occurred, who would 
be responsible for making that decision in the 
request of the other hospital. 

A. heawomwld — probably I would 
phone my counterpart at Mount Sinai, or I would 
phone my counterpart at Toronto Boas and say 
that we were having a possible problem with an assay 
and would they analyze some serums for us. When 
the count situation occurred they would contact me. 

Or. Would the hospital then 
receive a report from the hospital that performed 
the tests? 

A. It would probably be a very 
informal arrangement, perhaps a bit of paper, you 


know, one of us might go across to the hospital on 
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TORONTO, ONTARIO Cc c 5 ex nd 1 18 6 
(Hunt) 


some occasions and discuss the results with our 
counterparts or’ they may come over’ to. us, 

6 Would you normally receive 
any kind of formal reports such as you might prepare 
yourself when you are asked@ to perform an analysis? 

A. NOM Mie WOULGn Vt UsSta Lh yige 
through any kind of a formal procedure. Simply 
because that sample received at the front desk of 
the hospital laboratory would have to be documented 
and appropriate billing would have to be prepared 
and so it is usually on an informal arrangement. 

Or What would happen to any kind 
of written piece of paper that might be returned to 
you following the analysis? 

i ye Well, that might be filed, I 


would hope that would be filed. 


On Filed with the patient's chart? 
Newel With tie patient Ss chart? 

On, no. 
Ore Would that not possibly be 


Something that 1s"relevant to a particular patient? 
A. No, I mentioned informal 

arrangements. So it would be very unwise to Bake 

let's say two answers for the same serum, the same 


test trom different -hospitals,; this ‘would cause 
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ANGUS, STONEHOUSE & CO. LTD. S 
TORONTO, ONTARIO Elis, Cr.ex. Lie? 
(Hunt) 
GOnLUSION. 
OF Perhaps because of the 


difference in the manner of testing? 

A. The difference in methodology 
I would expect that to give some difference in 
result. 

MR. HUNT: Aller oGhitywe thankyyou . 

THE. COMMISSTONER: Gg pd Oe MA he ee Ia 
you be available tomorrow? 

THE» WiItNESSs Lest 

THE COMMISSIONER: I was thinking 
we might rise now but if anyone has any urgent 
desire to conduct a short cross-examination we 
can-do ther. 

MR 9 FORBLAS? Mr. Commissioner, I 
intend to be very brief, probably Sena in. five 
minutes. 

THE, COMMISSIONER: Nobody has 
succeeded=in doand) thatwso: far, but. i will give: you 
a chance. 

MR. TOBIAS: I am very confident 
ILecan.get..in.under.five.minutes-and,1,.am;sure 
Dr. -BlLliscwouldsprefer), topbe.rideof»me today. 

THE COMMISSIONER: Yes, well, 


T won't ask him that question. 
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ANGUS, STONEHOUSE & CO. LTD. 


TORONTO, ONTARIO Blias U CYr.ex. 1188 
(Tobias) 
MS. CRONK: Mr. Commissioner, 


perhaps before you make that final determination 
I will have re-examination of approximately "l0* to 
iS maenutes., Siedon't know aii you wish’ to === 

THE COMMISSIONERS Yes, the 
final determination has only to do with Mr. Tobias, 
it has not to do with anybody else. No, we have 
lots more before we come to. you. 

MS. GCRONK: DMS ONG V7, 

Me. Commissioner, I. thought) frométhe early indication 
Mr. Tobias was the last who intended to cross-examine 
this witness and the hope was he might be free this 
evening. Mr. Tobias will be finished this evening, 
Mhnat Petaligatyesy adlsiieeyighty 

CROSS-EXAMINATION BY MR. TOBIAS: 

O. DEPCER Tas, ay have indicated 
several times that you were present during the 
evidence of Mr. Cimbura? 

A. Year 

QO Lodonkt knowieyoutwilh nécalt 
but there was some discussion during the giving 
of that evidence between the difference involved, 
oxrkthetdistinetiional think is a fairer word in 
attaining the measurement in a sample and interpreting 


that measurement. 
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ANGUS, STONEHOUSE & CO. LTD. . 
TORONTO, ONTARIO Eas , CY.ex. 118 9 


(Tobias) 
A. Yes. 
Ox Ie betlwveyves Chat mb, as, fad resto 


paraphrase Mr. Cimbura's evidence to the extent that 
he was saying that he was satisfied that the measure- 
mehts that he took were accurate and that we would 
have to direct our minds to other witnesses with 
respect to specific interpretation of those measure- 
ments. Do you agree in general with that statement 
by him? 

Ave Pidonte tecall him making: that 
specific statement, but'’that seems a reasaonable 
statement to make. 

On Now, in cross-examination by 
Miss Symes earlier today, you indicated that you 
agreed with her that to your knowledge the kits, 
the various kits that are used in aes RIA technique 
were really designed to test ante mortem levels of 
digoxin on.serum,.or plasmna.., 14 takentd ti that, you 
are satisfied that it was not part of the original 
scheme, or design in developing those kits to use 
them on post mortem tissue, is that correct? 

A. I thinkmost of them.were 
designed for plasma. 

Oe ALiarights Now, would you 


agree with me that with respect to the using of 
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ANGUS, STONEHOUSE & CO. LTD. 


TORONTO, ONTARIO Blips, Cig perce 1190 
(Tobias) 
those kits --- 
THE COMMISSIONER: Plasma is an 


auile MOLLem Substance, "2S lt, can you not get plasma 
after death? 

THE WITNESS: Yes, plasma or serum 
usually taken for therapeutic drug monitoring 
purposes. 

MR. TOBIAS: Oe vOureaLa Lo was 
designed to use on plasma; plasma, does it not exist 
after death? 

THE COMMITSSTONER: Perhaps you 
Can Netoume, and LL wonst count Enis against your 
five minutes. 

MR. TOBIAS: That as. quite all 
Fight, Mr. Commissioner, you have my indulgence. 

THE COMMISSTONER: You mean that 
they were designed - I take it, I hope I am not 
leading you too much but I would think most of 
these kits would be designed in any event for ante 
MNOLrLeM= use. 

THE WITNESS: Yes. 

THE COMMISSIONER: Is there any 
suggestion in any of the kits that can be used post 
mortem, what is the basis, if there is any basis, 


for saying they shouldn't be used post mortem? 
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ANGUS, STONEHOUSE & CO. LTD. 


Ree Maas ee Hitie, 7r.ex . ELgt 
(Tobias) 
THE WITNESS: Ll /dont to knowlot “an 


specific indications as to why they shouldn't be 
used) post .mortem...Liknow of no kit that specifically 
excludes that possibility as a specific: exclusion 
for its use. There are substances I guess in plasma 
andwin blood that perhaps as a result of some 
Gecomposition (might interfere with the test. oT 
donde: think that. the kit, manutactuxers would. testo 
for this, so it would have to be used with great 
Caution. 

THE COMMISSIONER: It would have to” 
be --- 

Pik WETNESS: Be used with a lot 
Ot Caucion and a lot iofvehecks: 

MR aOR LAS 3 ‘oF Dry. 281 Sa e 
you specifically aware of any problem that would 
rule out the possibility of making certain adaptations 
to the method to allow one to obtain readings, using 
the RIA method on post.mortem tissue,.or post 
morhem.serum? 

A. Am I aware of any? 

ar Of any specific problems which 
would rule out the possibility of allowing one 
to make appropriate adaptations to obtain readings 


using the RIA technique on post mortem tissue of 
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ANGUS, STONEHOUSE & CO. LTD. L 
TORONTO, ONTARIO Hiei, Cr.e€x. i192 
(Vobias) 


serum samples? 

A. Not rude.ouk.bhenpossi bility, 
no, but would necessitate perhaps a modified 
procedure being used such as perhaps an extraction. 

Q. We have heard from several 
witnesses that there are some specific problems 
with respect to doing testing on post mortem samples. 
Would you agree with me that by and large the 
problem lies not so much in the reading obtained 
in post mortem samples, as in the interpretation of 
that reading? 

A. Samples of serum, or samples 
of, tissue? 

O.. Well, let's take each case. 

Let us talk first of all about samples of serun, 
post mortem serum. Would you qe with me that 
basicadiy,the.problemssandicate,+ory lead to a 
result whereby it makes the interpretation somewhat 
difficult but not necessarily the getting of a 
reading, the obtaining of a reading? 

A. In terms of plasma the getting 
of a reading would be as easy with an ante: mortem 
Sample and a post mortem sample. On the other hand, 
an ante mortem sample taken from let's say the arm 


or the leg, the blood would be circulating and the 
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ANGUS, STONEHOUSE & CO. LTD. . 
TORONTO, ONTARIO Fllis , Cr. ex. LL = 3 
(Tobias) 


results would possibly be comparable. 

If on the other hand, the patient 
dies and the blood sample was taken at some time 
after that, and depending where that sample was 
taken from. If it was taken from say the heart, 
or thet part of Ghe bragig, 0: ache, leq or the arm, 
there could be quite different readings in those 
different locations. 

Or And we have heard evidence 
ton that seeffect.+\Whattidramesaying and*ieameasking you 
tovel ther ragrec Or wdisagneecawithemsers wouldeyousnot 
agree that the basic problem with post mortem 
samples is one of interpretion rather than the 
actual obtaining of a®Sreading? fiInjother»words, \you 
can. £ind,out the infonmatzon, yourcanngetnthe 
level, the significance of that nies interpretation 
thathyouhputsertit Psananother matter: 

A. Yes, perhaps the interpretation 
is acmone.aniticubttaspect: 

Qe And would that also apply, 
would that logic also apply to testingsdone on post 
mortem tissue? 

Bee It would be even more so I 


think a problem there. 


oF Now, aS I understand your 
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ANGUS, STONEHOUSE & Co, LTD. 7 
TORONTO, ONTARIO ELLUS U 


: primary function during the period we have been 
3 talking about, July 1980 to March 1981, it was the 
+ monitoring of digoxin levels on patients who were 
5 known to be receiving therapeutic dosages of the 
6 drug? 
7 A. Yes. 
On Now I realize that there has 
: to be some element of interpretation in the 
% Peetormance: OP Your uutles. lon tit Lage co say 
a thaG bacically the anterpretation of the results 
11 that you obtain would have been done by the treating. 
12 physician? 
13 A. Yes. 
14) O3 So if you find. a reading “tnatr 
alarmed you, and I don't mean alarm in a pejorative 
. sense, but you found was rather eee or high end 
ad of the therapeutic range, you would report that 
_ to the physician and it would be his judgment call 
18 as to whether or not to reduce the dosage? 
19 A. Yes. 
90 0. So he would basically be doing 
4 Cie anterpreting, Ws that correc 
| A. Yes. 
22 
23 
24 
25 
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ANGUS. STONEHOUSE & CO. LTD. Peles or Sx ., 
TORONTO, QNTARIO (Tobias) 1195 
0. Now during the period we have 


beentdealing withwowby 61930 “eomlosisswere there 

Lests) that you were aware of, and I am only referring 
NOW PEOMV Our Services NC shat lor Draft Soldiny that 
were done by your Lab on post mortem samples either 


Senum OL. tassue?: 


A. During the period? 
QO. CULV lLoOeUe to, March. “ode 
A. Yes, I think I indicated there 


was one case that I knew of, Pacsai, there was another 
case prior to that and those were the only two post 
mortem samples that I knew of. 

0. SO as far as you know of there 
were only two done during that period? 

A. Oe, 


0. I take it that in the case of 


EBstrella;»+this was done-at the, specific, request.of 


treating doctor? 


A. At the specific request of the 
oOLogist. 

Q. Of thevoaLone oulsol. 

A. I believe it. was.the.pathologist, 

0. Was there not a testing done on 


the. Estrella baby) prior.to death.as, well, was,she not 


being monitored;prior to death? 
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ANGUS, STONEHOUSE & CO. LTD. mide. er vex P1°OG 
TORONTO, ONTARIO (Tobias) 


A. Do you have a comment on that? 

PLS eC RON a TDa nike Vou. for Uanbe.o pda rig 
ne, Dee Plilis. Aoain. Mr. Commissioner, 2 hesitate 
to intervene but once again as all counsel know there 
will be a wealth of evidence from this witness and 
others asS.to, specific, tests that were done,.aneluding 
the tests that may or may not have been done on 
babies Estrella, Pacsai and the one other that Dr. 
Bilis mentioned which) dyeadded.wp-to, threeysMr.wobedasy 
but perhaps I misinterpreted that. So I rise at 
this time because once again I think that guestion 
is more appropriately reserved until a later date. 

MR. TOBIAS: Mr. Commissioner, my 
only concern is, my original question was at whose 
request the test was done. I want to make it very 
clear I am not referring now to, ee es was testing, 
we haven't had the question answered, but if there 
was testing done ante mortem, I am not referring to 
that testing in terms of who made the request, I am 
referring: now to, the!one. instance, that.Dr. Ellis 
has referred me to where there was post mortem 
testing done on Estrella. The only thing I. am 
interested, in, finding out.is whether, that, test was 
done. at. the,specific. requisition of the treating 


doctor,.or. the. pathologist, thatJparticular test, the 


post mortem test? 
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Pitas. Gr sex. ihe PET 
ANGUS, STONEHOUSE & CO. LTO. A 
TORONTO, ONTARIO (Tobias) 


Lik, COMMDSSLONER: @Psnwee that what) = 
Paragraph 103, the Statement or®lacts don’t know, 
do you know anything about that test? 

THE WITNESS: <I don’t remember the 
exact signature that was on the requisition of the 
person requesting that test. My recollection is that 
it was the pathologist that was asking that particular 
Cesc. 

MS. CRONK: Welk again, Sir, ard an 
fairness to this witness because of the ambit of the 
evidence that it was intended CO. Give, no request 
was certainly made by Commission Counsel that he 
review those test results of the tests that were 
undertaken. 

THE COMMISSIONER: Tt will certainly 
come up, Mr. Tobias. 

MR. TOBIAS: I am satisfied that 
other witnesses will be called. 

THE COMMISSIONER: He will also 
probably deal with it when he comes back. 

MR. TOBIAS: Q< With respect to the 
instance that you are aware of, or let me say the 
instances that you are aware of where your caboeatene 
was involved in testing post mortem samples, is it 


faireto say that that .particular Kind of request: 
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ANGUS, STONEHOUSE & CO. LTD. Ce oye OX 1198 
TORONTO. ONTARIO (Tobias) 


during that time period was not a routine request? 
A. het eho Pair Oo Say) sveas 


0. I mean there were only three 


in a period of six months and I take it that was not 


the standard normal procedure at that time? 
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ANGUS, STONEHOUSE & CO. LTO. 


TORONTO, ONTARIO (ON @ A (Ser (Tobias) 
As There were the Pacsai and 
NMidenasa Ma Lier: There were a number after that 


Lime but ,-iay -thearun Upto this, period, there were 
Onlvs aSelssayylathink aecouple of, patients. 

Ox. Now finally, are you familiar, 
or were you familiar with the procedures for 
autopsies at the Hospital between July 1980 and 
Mench.+L98.12 

A. No. 

Ov. Are you familiar today with 
what the procedures were then? 

A. What do you mean by " ppeceduneet 

Os Okay. Let. me,,be specitic. 

Was it the routine or standard 
practice on, tor.definei 1b even.furnther,. the practice, 
let us say,. in. the, majority of cases, on autopsy 
tondo:-testingator toxicology 2 | 

Ay. Indo: not think it wasia coutcine 
procedure, NOmearweigO Nob think (here was anyaindioas 
taon #60: do. thab<in ,themanomity, of.caces., 

O.. If the autopsy in question had 
failed -to establish .to the satisfaction: of. the 
pathologist the cause of death, was it then routine 
to.do ALOE Coloaqy-testangeas a part of the autopsy? 


A. Ee don tit think utiewas ithen 
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ANGUS, STONEHOUSE & CO. LTD. Ellis 1200 
TORONTO, ONTARIO Cr. ex. (Tobias) 


routine, no. I» think, when°’a number of abnormalities 
have been discovered at autopsy, then -- 

OF iM SoEny ,) Fb mrssedr pact on 
that response,when the door was closing. Could 
you repeat the last few words. 

sea I think the responsibility 
for determining the cause of death lies with the 
pathologist and the physician and, if they discover 
a certain number of anomalies or abnormalities in 
the patient that they feel can account for the 
child's death, then I think they are satisfied that . 
they have come across the cause of death. 

Or The other thing I am interested 
in knowing is, during the timeframe that we are 
Paved, oO lelyveeLo ctOnManch —bO@l sit aoe 
result Of an caumvopsy, sire pathologist had requested 
toxicology tests; who would pertorm *thosé tests. 

A. What do you mean by "toxicology" 
Do you mean digoxin or potassium or do you mean 
valium,’ or what’ kind sof “test’ do vow mean? 

oO. Speciticalbly, “with respectwaco 
digoxin, if a request had been made for detection of 
digoxin as the result of an autopsy, would that have 
been done by your service? 


A. © think it probably “would; yes. 
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ANGUS, STONEHOUSE & CO. LTD. ; +201 
TORONTO. ONTARIO Ellis 


Crew LODLas) 


Or And you are only aware of 
the three instances in the timeframe that we are 
talking about? 

A. I think so, yes. These would 
just come in as a blood sample and a requisition, 
and they may not even be identified as an autopsy, 


of necessity. 


On Forgive my ignorance as a 
layperson but, with: pespect to testing for other 
drugs, was there any moutine or standard requisition? 
In other words, if an autopsy failed to establish 
to the satisfaction of the pathologist the cause of 
death and he wanted a general run of tests done for 
toxicology, was there a standard requisition to 
test Lor certain drugs? 

A. I don't think there was a 
standard requisition to test for certain drugs 
specirtically. 

OF So, from case to case, it would 
differ as to what they wanted you to test for? 

A. What they wanted to be tested 
Hor by myself or other people, 

MR. TOBIAS: Thank-you, Dr. Pitas. 

THE COMMISSIONER: I think we might 


adjourn until -- You have nothing, Miss Cronk, that 
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ANGUS, STONEHOUSE & CO. LTD. Blas 202 
TORONTO, ONTARIO 


you want to say? 


Wevwil Ll wrse, then’ untizl tenco" eiock 


tomorrow morning. 


MS. CRONK: ~Thank you? Mra Compssitoner 


-~--whereupon the hearing was adjourned at 5:00 p.m. 
until Wednesday, the 6th day of July 1983 at 
i Ors00 0) Pa. als 


